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PROCESS PATENTS

TUESDAY, MAY 1, 2007

U.S. SENATE,
COMMITTEE ON THE JUDICIARY,
Washington, D.C.

The Committee met, pursuant to notice, at 2:43 p.m., in room
SD-226, Dirksen Senate Office Building, Hon. Patrick J. Leahy,
Chairman of the Committee, presiding.

Present: Senators Leahy, Cardin, Whitehouse, Specter, Graham,
and Coburn.

OPENING STATEMENT OF HON. PATRICK J. LEAHY, A U.S.
SENATOR FROM THE STATE OF VERMONT

Chairman LEAHY. I would like to apologize to the four of you,
and especially to Senator Specter and Senator Coburn, for being
late. I have actually been in the Agriculture Committee, which was
running somewhat behind, and everything has been running be-
hind today with the funeral of our good friend, Jack Valenti. Sen-
ator Specter and I were both at that earlier today.

I joined with Senator Hatch and other Senators, and with Chair-
man Berman and Representative Smith from the House Judiciary
Committee, just a few weeks ago to introduce sweeping bipartisan,
bicameral patent reform legislation. We are trying to update our
patent laws to provide help to patent seekers and patent holders.
The Supreme Court is also more engaged in patent law decisions
than it has been in decades. It has decided three important cases
already this term. In two decisions released just yesterday, the Su-
preme Court ventured, first, into the fundamental issue of the
standard for “obviousness” that would prevent patentability and,
second, spoke to the extraterritorial effect of U.S. patent laws.

We have heard a great deal about another issue involving U.S.
patents and overseas manufacturing—the issues surrounding prod-
ucts produced overseas using processes patented in the United
States. One of those issues is the importation of these products. So
we will turn today about what defenses should be available to a
party accused of importing products manufactured abroad by in-
fringing a U.S. process patent, the so-called 271(g) question.

Sometimes litigation brings important issues to our attention. It
should always be the case that we do not intend to interfere with
that litigation. We are well aware that private parties are inter-
ested, and we will proceed carefully today.

Prior to Congress’ amending the patent laws in 1988, a company
holding a U.S. process patent could sue for infringement of that
patent only if the infringement took place within the United States.
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If it took place overseas, they only had the International Trade
Commission. In 1988, we amended that law.

The ITC has held that our 271(g) defenses are not available in
ITC exclusion proceedings because the plain language of the stat-
ute, confirmed by its history, applies them only to patent infringe-
ment claims being considered in Federal court pursuant to the
1988 amendment. So we will decide whether this distinction should
remain.

I have heard from those who argue that the defenses were never
intended to be limited to infringement claims, and the law should
be changed to harmonize ITC and district court litigation. Others
argue that the purpose of an ITC exclusion proceeding and district
court patent infringement litigation are simply different. But if we
permit products to enter the United States that were made abroad
by a process patented here—where the creation of the product
would itself be an act of infringement if it occurred here—well,
then, we are doing nothing less than offshoring infringement and
outsourcing jobs.

This may seem like is a very narrow legal issue, but the policy
can have a very wide reach, and I think we should be fully in-
formed. So I am looking forward to the witnesses today. But before
we begin, of course, I yield to Senator Specter.

[The prepared statement of Senator Leahy appears as a submis-
sion for the record.]

STATEMENT OF HON. ARLEN SPECTER, A U.S. SENATOR FROM
THE STATE OF PENNSYLVANIA

Senator SPECTER. Thank you, Mr. Chairman. This is a very im-
portant hearing focusing on a very narrow issue, as you have stat-
ed, whether the defenses ought to be available in the International
Trade Commission contrasted with the Federal court. And this is
part of a broader picture of patent reform where we are deeply in-
volved at the present time, and there is a great deal of thought
being given to the whole field, and especially to this specific issue.

I regret that I cannot stay. We are in the midst of a whole series
of meetings on immigration reform. We are trying to craft a bill to
come before the Senate in the last 2 weeks of this month if we are
to have any chance to deal with immigration this year, because
once we pass Memorial Day, we get involved in the appropriations
process. So there have been very heavy efforts on that, and there
had previously been scheduled a meeting at 3 o’clock today, which
I am hosting. But my staff is here, and my cerebrum will be here.
My cerebellum is going to Hart 711. And the third part of my
brain, medulla oblongata, is unoccupied at the moment.

[Laughter.]

Chairman LEAHY. Can I borrow it?

Senator SPECTER. So it is a rest period for part of me. But as I
say, my staff will be here, and I will be watching the proceedings
very closely.

I have talked to the combatants. This is a Herculean struggle,
and we will listen carefully and try to come to a sound legislative
judgment. We will try to change our spots and do it rationally.

Chairman LEAHY. Thank you. If you are going to immigration,
you are going to another Herculean battle, and I wish you well.



3

Senator SPECTER. Well, the only regret I have about going to im-
migration is that I am not taking Coburn and Leahy with me.

Thank you.

Chairman LEAHY. Gentlemen, would you please stand and raise
your right hand? Do you solemnly swear that the testimony you
will give in this matter will be the truth, the whole truth, and
nothing but the truth, so help you God?

Mr. HERRINGTON. I do.

Mr. THOMAS. I do.

Mr. Kirk. I do.

Mr. CotropPIA. I do.

Chairman LEAHY. Thank you. Our first witness will be Wayne
Herrington, who is Assistant General Counsel at the United States
International Trade Commission. After he got his law degree from
Columbia University, he clerked for Judge Giles S. Rich of the U.S.
Court of Appeals for the Federal Circuit. I knew Judge Rich. Mr.
Herrington then held jobs both with the Government and in the
private sector. He is co-author of the book “Intellectual Property
Rights and United States International Law.”

We will begin with you, Mr. Herrington.

STATEMENT OF WAYNE W. HERRINGTON, ASSISTANT GEN-
ERAL COUNSEL, U.S. INTERNATIONAL TRADE COMMISSION,
WASHINGTON, D.C.

Mr. HERRINGTON. Thank you. Good afternoon, Chairman Leahy,
Ranking Member Specter, and members of the Committee. The
Commission appreciates the opportunity to appear before this Com-
mittee to discuss its administration of Section 337 of the Tariff Act
of 1930 and process patents.

The Commission is an independent, nonpartisan, quasi-judicial
agency. It administers a wide variety of trade-related statutes, in-
cluding Section 337 of the Tariff Act of 1930. Section 337 prohibits
unfair practices in the import trade, including imports which in-
fringe intellectual property rights. In fact, the overwhelming major-
ity of our cases under Section 337 involve allegations of patent or
trademark infringement, with allegations of patent infringement
predominating. We conduct our Section 337 proceedings under the
adjudicative provisions of the Administrative Procedure Act, with
an administrative law judge making an initial determination and
the Commission making the final determination. If the Commission
finds a violation of Section 337, it may issue an order excluding the
infringing products from entry into the United States. It may also
issue cease and desist orders to infringing firms and persons pro-
hibiting them from selling infringing goods already located in the
United States.

The subject of this hearing is the law applicable to the unauthor-
ized importation and sale of products made abroad by a process
covered by the claims of a United States patent. The Commission
has had statutory authority to address such unauthorized importa-
tion since 1940, when Congress enacted what used to be known as
Section 337a. Section 337a was eventually incorporated in Section
337 itself as Section 337(a)(1)(B)(ii) as a result of the amendments
to Section 337 in the Omnibus Trade and Competitiveness Act of
1988.
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The current version of that provision provides that the importa-
tion, sale for importation, or sale within the United States after im-
portation of a product will be a violation of Section 337 if it is
“made, produced, processed, or mined under, or by means of, a
process covered by the claims of a valid and enforceable United
States patent.”

The U.S. district courts did not obtain statutory authority under
the patent law to address the unauthorized importation and sale
of products made abroad by a patented process until 1988, when
35 U.S.C. 271(g) was added to the patent law by the Process Patent
Amendments Act. Besides providing for infringement, Section
271(g) provides that “[a] product which is made by a patented proc-
ess will, for purposes of this title, not be considered to be so made
after—(1) it is materially changed by subsequent processes; or (2)
it becomes a trivial and nonessential component of another prod-
uct.”

In 2002, in the Abrasives case, the Commission affirmed an order
of one of its administrative law judges that the defenses to in-
fringement contained in 35 U.S.C. 271(g)—that is, 271(g)(1) and
(g)(2)—were not available in a case based on the Commission’s
process patent provision. Specifically, the Commission found that
Section 9006(c) of the Process Patent Amendments Act made it
clear that the defenses of Section 271(g)(1) and (2) would not apply
to Section 337 cases. As an additional reason, the Commission
found that Section 271(g) explicitly restricted its application to
cases under Title 35. Section 337 is under Title 19.

The accused infringer in the Abrasives case, Kinik, Co., appealed
the Commission’s final determination to the Federal Circuit, argu-
ing numerous points, including that the Commission erred in hold-
ing that Kinik could not rely on the defenses in 271(g)(1) and (2).
On appeal, the Federal Circuit agreed with the Commission’s inter-
pretation of the statutory provisions and the legislative history
with respect to the inapplicability of those defenses. The case is
Kinik Company v. International Trade Commission, a 2004 decision
of the Federal Circuit. However, the court reversed the Commis-
sion’s finding of infringement on an entirely unrelated basis be-
cause it disagreed with the Commission’s claim construction.

The foregoing is a summary of the Commission’s practice and the
development of the law. The Commission would be pleased to pro-
vide technical advice on legislative language the Committee may be
considering.

Thank you.

[The prepared statement of Mr. Herrington appears as a submis-
sion for the record.]

Chairman LEAHY. Thank you very much.

Our next witness is John R. Thomas, a professor of law at my
alma mater, Georgetown, where he teaches classes on patent law
and intellectual property and world trade. He recently received a
grant from the MacArthur Foundation—congratulations—in order
to continue working as a visiting scholar at the Congressional Re-
search Service. Professor Thomas is an author of several books on
intellectual property law and patent law and pharmaceutical pat-
ent law.
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And I will also take this moment to do some housekeeping and
put a statement from Senator Feinstein and a letter from the AFL—
CIO in the record at this place.

Go ahead, Professor Thomas.

STATEMENT OF JOHN R. THOMAS, PROFESSOR OF LAW,
GEORGETOWN UNIVERSITY LAW CENTER, WASHINGTON, D.C.

Mr. THOMAS. Thank you, Mr. Chairman.

Chairman Leahy, Ranking Member Specter, and other members
of the Committee, I appreciate the opportunity to appear before you
today. I testify here on my own behalf, and my views are not nec-
essarily those of any institution with which I am associated.

The issue of process patent enforcement is complex. Yet in the
view of many observers, the question of process patent enforcement
reduces to an elemental proposition of a just system of laws: that
like cases should be decided alike, regardless of the forum in which
the case is heard.

Competing views certainly exist, and I will rely upon Mr. Kirk
to articulate them effectively, but let me focus my testimony in-
stead on the concerns that have arisen with respect to the Kinik
case and its consequences.

The Kinik opinion has attracted criticism for several reasons.
First, its holding is purely dicta. It is hastily considered and not
necessarily the result of the dispute before the court.

Second, the Federal Circuit arguably misinterpreted language
from the statute and legislative history that it read to say that the
limitations in 271(g) do not apply to the ITC. But a sensible and
alternative reading of that language is merely that 271(g) does not
affect wholly domestic situations involving process patents, and
that the ITC is not usurped by the availability of a similar remedy
in the trial courts.

Finally, the Federal Circuit did not account for the strong pre-
sumption against extraterritorial application of U.S. laws. Mr.
Leahy, you referenced the Microsoft v. AT&T case that came out
yesterday. There the Supreme Court emphasized that the presump-
tion that U.S. law governs domestically but does not rule the world
applies with particular force to patent law. The court further ex-
plained that this presumption is not defeated even with respect to
provisions like 271(g) that have some extraterritorial effect. In
those cases, the presumption remains instructive as to the extent
of the statutory exemption. Application of this presumption sug-
gests that the 271(g) defenses should apply not just to the district
courts, but also to the ITC.

Now, regardless of whether the Federal Circuit got it right in
Kinik, there are a number of concerns that its outcome has raised.

First, Congress intended the two exemptions of the Process Pat-
ent Amendments Act to balance the traditional competing objec-
tives of patent law, and one of them is to encourage the labors that
lead to innovation, but the other is to disseminate the fruits of
those labors to members of the public. The “materially changed”
and “nonessential component” limitations both balance the inter-
ests of patent proprietors, on one hand, with follow-on innovators,
and they also recognize the territorial limitations of the patent in-
strument. These congressional intentions, this balance, simply can-
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not be achieved if, at whim, the patent holders can simply go to
another forum and bypass them.

Second, our current fragmented enforcement policy may limit the
access of U.S. consumers to innovative products that bear a tangen-
tial relationship to the patented process. The two exemptions in
271(g) evidence a Congressional intent not to provide patent hold-
ers in the United States with an extraterritorial proprietary inter-
est on products too distant from the marketplace value of the pat-
ented process. Again, that goal cannot be achieved if a plaintiff on
its whim can simply bypass the forum in which they apply.

Finally, the remedial disparity between the district courts and
the ITC potentially favors domestic industry over foreign firms. Be-
cause the availability of exclusion orders is premised upon the ex-
istence of a domestic industry, U.S.-based firms are favored over
importers. Although the analysis of whether this regime is effec-
tively a violation of our WTO agreements which bind us is a com-
plex issue, but the perceived favoritism of U.S. industry over for-
eign firms may send a conflicting message.

Also issued yesterday was the U.S. Trade Representative’s report
about intellectual property rights in foreign firms, the special 301
report, and the USTR faulted no fewer than 43 of our trading part-
ners for violations or lapses, perceived lapses in intellectual prop-
erty policy. The U.S. may be subject to similar criticism so long as
it maintains a regime of substantive patent law that favors domes-
tic industry over foreign firms.

Thank you very much for the opportunity to present this testi-
mony, Mr. Chairman. I look forward to any questions that you or
your colleagues may have.

[The prepared statement of Mr. Thomas appears as a submission
for the record.]

Chairman LEAHY. Thank you, Professor, and thank you for keep-
ing within our time limitations.

Mr. Kirk has been the Executive Director of the American Intel-
lectual Property Law Association since 1995—is that correct? He
previously held a number of positions at the Patent and Trademark
Office, including most recently Deputy Commissioner. He has had
extensive experience in patent law in the international context.
During his tenure at the Patent and Trademark Office, Mr. Kirk
represented the United States in several international treaty obli-
gations, including GATT and WIPO and OECD. And to try to keep
some continuity here, he is also a graduate of the Georgetown Uni-
versity Law Center.

What year did you graduate?

Mr. Kirk. I graduated in 1965.

Chairman LEAHY. Mr. Kirk knows why I am grinning. I grad-
uated in 1964.

[Laughter.]

Chairman LEAHY. Go ahead, Mr. Kirk.

STATEMENT OF MICHAEL K. KIRK, EXECUTIVE DIRECTOR,
AMERICAN INTELLECTUAL PROPERTY LAW ASSOCIATION,
ARLINGTON, VIRGINIA

Mr. Kirk. Thank you, Chairman Leahy, members of the Com-
mittee. I am pleased to be here today to offer the views of the
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American Intellectual Property Law Association on whether the de-
fenses to infringement in Section 271(g) should be made applicable
to Section 337 of the Tariff Act of 1930. I will not go through the
details that have already been covered by you, Mr. Chairman, and
by Mr. Herrington and Professor Thomas, but let me say that there
are significant differences between a Section 337 proceeding in the
ITC and an action for patent infringement in a Federal court that
make Section 271(g) exceptions inappropriate for Section 337.

The ITC must find that a patentee is actively engaged in exploit-
ing the patent in the United States. The product must have been
made by a process covered by a valid and enforceable patent. The
remedy is limited to a prospective exclusion order, no monetary
damages. The ITC must also consider the public interest, health
and welfare, and competitive conditions in the United States before
issuing an exclusion order, and the Section 337 determination is
subject to Presidential review before becoming final.

In contrast, the district court in a patent infringement action
only considers whether the patent is valid, enforceable, and in-
fringed, and both damages and injunctive relief are available.

By adding 271(g) to the patent law, Congress intended to provide
additional remedies in Federal court for process patent owners.
Congress explicitly stated that it did not intend to undermine any
existing remedies available to patent owners in Section 337 pro-
ceedings. The Senate report reinforces this point. As we heard from
Mr. Herrington, this intent was confirmed by the ITC and the Fed-
eral Circuit in Kinik v. International Trade Commission. We think
the Federal Circuit got it right. Congress closed the process patent
loophole with passage of 271(g) and was careful not to create a sec-
ond one. We believe this decision was correct.

The proposed amendment to Section 271(g) would be detrimental
to U.S. manufacturers. It would put domestic firms at a competi-
tive disadvantage relative to their foreign competitors. A domestic
manufacturer has no defense to a charge of infringing a process
patent under Section 271(a) on the ground that the product will
later be materially changed or become a trivial and nonessential
component of another product.

Its foreign competitors do not face this problem. The practice out-
side the United States of a process protected by a United States
patent is not an infringement of the U.S. patent. There is no Sec-
tion 271(a) action that can be brought against a foreign company
for such activity outside the United States.

If the proposed amendment were adopted, a company in China
could transform an intermediate compound—produced according to
a patented process—into a chemically different final product and
import it with impunity into the United States. Or a company in
South Korea might employ a patented method for forming conduc-
tive lines on semiconductor wafers as an initial step in manufac-
turing integrated circuits for use in cell phones that could be im-
ported into the United States, perhaps under either of the two de-
fenses. Protecting American intellectual property against foreign
usurpation is already difficult; the amendment would make it more
so.

Moreover, the amendment would create a perverse incentive to
offshore domestic manufacturing and jobs, as you alluded to, Mr.
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Chairman. It could provide an incentive for domestic manufactur-
ers to practice patented manufacturing processes offshore in order
to take advantage of the defenses in 271(g), in the same manner
as their foreign competitors could, were this amendment to be
adopted. Existing pressures already exist to offshore American jobs
to take advantage of low labor costs in other countries. Aiding their
exodus by weakening protection for U.S. process patents would
seem unwise.

For these reasons, AIPLA opposes any amendment to Section
271(g) to create new defenses that would only benefit foreign man-
ufacturers conducting unfair trade practices. Section 337 should
not be amended in a manner that would benefit foreign manufac-
turers at the expense of patent owners, manufacturers, and work-
ers in this country.

Thank you, Mr. Chairman. I would be pleased to answer any
questions you might have.

[The prepared statement of Mr. Kirk appears as a submission for
the record.]

Chairman LEAHY. Well, thank you very much, Mr. Kirk.

Christopher Cotropia is an associate professor of law at the Uni-
versity of Richmond School of Law, and a member of the school’s
Intellectual Property Institute. He attended law school at the Uni-
versity of Texas Law School. He clerked for Judge Alvin Schall of
the U.S. Court of Appeals for the Federal Circuit. We have two peo-
ple who clerked for the Court of Appeals for the Federal Circuit.
He teaches intellectual property law, patent law, copyright law,
cyberlaw, and property.

Please go ahead.

STATEMENT OF CHRISTOPHER A. COTROPIA, PROFESSOR OF
LAW, UNIVERSITY OF RICHMOND SCHOOL OF LAW, RICH-
MOND, VIRGINIA

Mr. CoTrOPIA. Thank you, Mr. Chairman, and I thank the Com-
mittee and the Chairman for the opportunity to testify before the
Committee today on the extraterritorial enforcement of a United
States process patent. I appear today on my own behalf, as a con-
cerned observer of the patent system.

As has been mentioned before, the issue before the Committee
today is very narrow and incredibly complex. I hope to cut through
some of this complexity with my testimony today and provide a fair
and balanced presentation of the issues that 271(g) exceptions and
their inapplicability to the ITC present.

To put it succinctly, there are three issues that are presented by
the inapplicability of these exceptions to the ITC: the first is incon-
sistency of judgments; the second are these international trade
issues; and, third, the possible hindrance of the policies behind the
exceptions.

One of the other things I would like the Committee to consider
is exactly how this issue sits within the context of the broader pat-
ent reform that is facing us currently today.

As has been previously mentioned, the Kinik decision presents
the possibility, although yet not applied, that the exceptions to
271(g) would only apply in district court cases as opposed to cases
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before the ITC. I would like to proceed with my testimony just talk-
ing about these three issues that I think it presents.

First, inconsistency of judgments. Professor Thomas presents this
as one of the potential concerns, the idea being that for the same
patent and the same claims someone would not win in the district
court proceedings because the exceptions would be applicable. But
then at the ITC, with the same patent and the same claims, I could
prevail because the exceptions do not apply. This is a potential con-
cern.

There are, however, reasons to not label these judgments as “in-
consistent.” In some ways, we could be looking at apples and or-
anges here. If Congress purposely created separate and different
types of enforcement mechanisms, then in some ways there is no
reason to compare these as equals. This same argument can actu-
ally be made at even a higher level. There are different purposes
that these two tribunals try to effectuate. United States district
courts are tasked with enforcing the patent laws of Title 35, while
the ITC is actually tasked with enforcing our trade-related laws
and protecting domestic industries.

The second potential concern is the international concerns, and
this is more specifically the concern that not allowing these excep-
tions to apply in the ITC realm would cause us to be in
incompliance with TRIPs, particularly Article III of TRIPS, which
requires us to not provide someone of foreign origin with less favor-
able protections than a domestic counterpart. You could see how
this could play out. A foreign importer would be subject to in some
ways the heightened standards at the ITC, would not be able to
avail themselves of those defenses, and, thus, might be found liable
at the ITC, while a domestic counterpart in district court would be
able to avail themselves of these exceptions. And, thus, we would
have a less favorable application to a foreign company.

The problem here with this type of analysis is that we have to
look at the totality of the circumstances to determine whether it is
less favorable. And as has already been mentioned by Mr. Kirk,
there are certain differences between the two jurisdictions, and in
some ways district court proceedings can be more onerous because
of the monetary relief that is there, and there are some advantages
to foreign companies in the ITC. One in particular that was adopt-
ed with these amendments is 35 U.S.C. 295, which only applies in
district court settings and creates a presumption of infringement in
that context, but does not create a presumption of infringement in
the ITC context.

The third area of concern is to see whether this might actually
hinder the policy concerns behind Section 271(g). In some ways, I
think that this is the most important issue, and we really need to
consider how much we want to limit the enforcement of process
patents outside the United States. To put it another way, how
strong do we want process patents to be?

Professor Thomas presents a good argument why this might ac-
tually upset the balances in this type of situation, but on the flip
side, there could be good arguments to be made that we are just
extending the natural protection that you get in the United States
to extraterritorial regions. We do not care traditionally under proc-
ess patents what product was made by the patent or the value the
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process presented to that patent. And, thus, we could be simply ex-
tending this in the ITC realm to those things that are done abroad.

My final point—and in some ways this is not directly relevant to
the 271(g) issue—is that I really think the Committee and Con-
gress should consider this issue in the context of broader patent re-
form. To get 271(g), the first go-around, it took many years. It also
took a bitter battle between industries and much congressional tes-
timony. In some ways, I would like the Committee to take a look
at this, an issue that has not actually been applied, and think
about it in the broader context, and also think about it being a
moving part in the patent reform that has in some ways a higher
impact and greater range, that is currently before the Committee
and Congress, both the House and the Senate.

Thank you very much, and I look forward to your questions.

[The prepared statement of Mr. Cotropia appears as a submis-
sion for the record.]

Chairman LEAHY. Thank you, Professor.

Mr. Herrington, let me refer to Mr. Cotropia’s testimony.

Senator GRAHAM. Mr. Chairman, pardon me. I am going to have
to leave. Could I submit for the record an article by Mr. Kantor and
Mr. Olson reflecting my views? And I apologize to—

Chairman LEAHY. No, it is quite all right. In fact, we will keep
the record open for any Senator, we will keep it open for at least
24 hours if any Senator wants to—

Senator GRAHAM. I will take you up on that. This is a very im-
portant issue for me in South Carolina, and I appreciate your hav-
ing this hearing.

Chairman LEAHY. I understand.

Senator GRAHAM. Thank you very much.

Chairman LEAHY. Thank you, and I appreciate your coming here.
I know you spent a lot of time on this.

Mr. Herrington, in Professor Cotropia’s testimony, he explores
whether you apply the 271(g) defenses—if you apply them in the
district court but not at the ITC, would that really result in incon-
sistent decisions? He speaks of the different institutional goals of
patent infringement litigation in ITC proceedings. I think I am cor-
rectly stating it.

Mr. CoTROPIA. That is correct, Chairman.

Chairman LEAHY. Now, can you elaborate, Mr. Herrington, on
how the purposes of ITC exclusion proceedings and the remedies
available there are distinct from district court patent infringement
litigation?

Mr. HERRINGTON. Yes, Mr. Chairman. I can tell you that with re-
spect to the distinctions and similarities, as I mentioned earlier, we
adjudicate under the adjudicative provisions of the Administrative
Procedure Act. There is an administrative law judge and then po-
tential review by the Commission.

The proceedings before the administrative law judge are very
much like a bench trial in a United States district court. There is
discovery very similar to the type of discovery that you could get
in a district court proceeding. The response times tend to be short-
er. The rules of evidence that we apply are the ABA Rules of Evi-
dence, reliable, probative, substantial evidence. We do not directly
apply the Federal Rules of Evidence, but we can look to them for
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some guidance. There is not a jury, of course. It is just the adminis-
trative law judge and ultimately the Commission. We do not award
damages.

There are three parties to a Commission 337 proceeding: one is
the complainant; one is the respondent, the accused infringer; and
the other is the Commission investigative attorney. We have an of-
fice at the Commission called the Office of Unfair Import Investiga-
tions, and they provide an attorney who acts as a party in every
one of our Section 337 investigations at the Commission level, and
the purpose of that attorney is to make sure the record is complete
and to address public interest concerns.

Of course, our jurisdiction is limited to imports. We do have a do-
mestic industry requirement. Our appeals, appeals from our deter-
minations, are to the Federal Circuit, which is the same court, of
course, that hears all appeals from patent cases in district courts.

Chairman LEAHY. Well—oh, go ahead.

Mr. HERRINGTON. I hope I—

Chairman LEAHY. It is such a complex hearing. I may do a fol-
lowup question on this, but I wanted to go to Professor Thomas for
a moment because he had stated several reasons why Congress
should change the law so that 271(g) defenses apply in ITC pro-
ceedings as well as in patent infringement cases in district court.
And the defenses assumed the process used to manufacture the
product abroad was a process that, if it was used in the U.S., it
would violate a U.S. process patent and, thus, be patent infringe-
ment.

The 271(g) defenses simply excuse that action for patent infringe-
ment cases where the manufacturing occurred abroad, if the for-
eign product is sufficiently different than the original product. If
you are going to apply the defenses to ITC proceedings, would we
not be encouraging companies to produce these products abroad in-
stead of doing them here in the U.S.?

Mr. THOMAS. Well, Mr. Chairman, being just a lawyer and, gee,
not only that, just a law professor, these sorts of economic calcula-
tions can be difficult to make. But what I would observe—

Chairman LEAHY. I am just a small-town lawyer who lives on a
dirt road in Middlesex, Vermont, so I mean, what the heck.

Mr. THOMAS. Well, we will give you credit for your choice of law
school, at a minimum, sir.

[Laughter.]

Mr. THOMAS. What I would observe is that simply this situation
is complex. For example, when I go to places like South Carolina,
I see large Japanese automakers with large plants by the side of
Route 95. Many foreign firms have substantial manufacturing in
the United States, and many of them, I am sure, want to import
component parts for their products that they make in the United
States from abroad. Would they cease these activities if they can-
not actually import products from abroad because they can be ac-
cused of patent infringement in the ITC, but not the district
courts?

So it seems to me this account of offshoring in a world with mul-
tinationals and distributed manufacturing facilities is a complex
one. I am not sure the story is as straightforward that they will
simply be saying this is going to promote offshoring.
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Chairman LEAHY. Mr. Kirk and Professor Cotropia, do you want
to add anything to that?

Mr. Kirk. Chairman Leahy, I come from the perspective that I
am not terribly concerned about the difficulties faced by a foreign
company, that practices a process that was created and patented
in the United States by an American company, which would like
to avail itself of the defenses in 271(g) to import that product into
the United States. It deprives the patent holder of the revenue it
rightly deserves, and it makes a mockery, I believe, of the situa-
tion.

The article that Senator Graham asked be put into the record
states in part “There is no real harm done to the holder of a proc-
ess patent if someone produces and imports a significantly different
product into the United States. On the other hand, real damage to
the economy and to innovation could ensue if these limitations
were not built in the law.”

I am sorry, sir, but I do not believe a foreign copyist is an inno-
vator. I think they are a copyist, and I do not believe they should
be entitled to these defenses.

Chairman LEAHY. I gather that is the way you felt.

Professor Cotropia?

Mr. CoTrOPIA. The only point I would add to this discussion is
that maybe the focus needs to be on the actual incentives of the
creation of the process in the first place. In some senses, that is
where patent law is trying to target, not a kind of post hoc after
the fact taking up of value. So the question becomes whether some-
one innovating a process needs to have this added protection for its
extraterritorial use or not, and clearly Congress thought that it
would not be that much harm on the incentive to take that away
from them at the district court level.

The question then becomes if we take away that at the ITC level,
does that erode too much of the incentive that is there, and I think
that is the balancing question that Congress is faced with here.

Chairman LEAHY. Thank you.

Senator Coburn?

Senator COBURN. Just a couple of questions.

It is your opinion, Professor Thomas, that 271(g) right now favors
domestic industry.

Mr. THOMAS. It is my opinion that the inapplicability of 271(g)
defenses to ITC actions favors domestic industry.

Senator COBURN. And the purpose for favoring the domestic in-
dustry was what?

Mr. THOMAS. I believe the purpose speaks for itself. In 1930, the
statute was passed to favor domestic industry over foreign competi-
tors.

Senator COBURN. OK. Well, let me go a little further. You all
have called in the question of economics and trade and everything
else. Tell me, when we look at ITC, where is the legitimacy for a
drug manufacturer in this country who may have patent rights in
Europe, but then is told what price they will be paid for their drug?
If you have intellectual property but yet you have a price control
on that otherwise—I guess the thing I am challenging a little bit
is how worried we are about our trading partners when, in fact, we
are the ones getting the short end of the deal in intellectual prop-
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erty throughout the world. That is my view. It may be slanted. It
certainly is going on in the Far East and in the Near East, where
we lack any capability to enforce our intellectual property.

I hear you and the other professor come and say we should be
worried about it. I think there is a cogent argument to be made to
say we should not disadvantage somebody under ITC, that we are
using two standards. But maybe that is a good standard given the
world where it is today rather than taking the presumption that
we are worried about trade in the future.

You know, I find that very strange that that figures in to what
you all are trying to testify today. We ought to be talking about
what are the effects of 271 and what are the effects of the ITC
process under it, and let trade fall where it will. If we have true
intellectual property, we ought to protect it, and we ought to pro-
tect it equally. And trade agreements or not, either that patent
means something in this country or it does not.

I know I am not a lawyer, so I am setting this down kind of as
a doctor: Where are the symptoms here and where is the disease?
The disease is if somebody has a patent on a process and it is their
patent, they ought to have adequate protection for that, whether
they are trying to do that overseas or they are trying to do it here,
especially if they have conquered the patent law overseas.

So help me out. Where does the trade come into this versus the
inapplicability of the two sets of performance standards, one under
the ITC and one under 271(g)?

Mr. THOMAS. Certainly, sir. First, my sense is that medical pric-
ing bears a tangential relationship to this issue, but I think it is
important to remember that the United States is a member of a
community of states. We were one of the founding members of the
World Trade Organization. As part of that agreement, other mem-
ber States of the WTO have pledged to dramatically upgrade their
intellectual property regimes. When you start speaking about Euro-
pean States, patents on pharmaceuticals are well available there,
and there are established enforcement systems, and pharma-
ceutical companies that are based in the United States quite fre-
quently obtain patents covering processes in those jurisdictions.
Those patents remain ready for enforcement at any time by a U.S.
firm. In addition—

Senator COBURN. OK. Let me interrupt you just for a second, if
I can. Those patents are enforced as long as the pharmaceutical
company will agree to sell at the price at which the European coun-
try says they are going to pay for it under the threat of “We will
allow production of this drug if you do not do that.”

Now, tell me in law how that patent is protected when it is, in
fact, hung out to dry under the threat of having no patent protec-
tion? I mean, that is what we see. Am I incorrect in that? Is that
not why we have prices of pharmaceuticals one-half the price they
are in this country all across Europe because a fixed price is de-
manded?

Mr. THOMAS. Well, Mr. Coburn, while I do not claim to have an
extraordinary amount of expertise in pharmaceutical pricing under
the various laws of Europe, I am not familiar with any regime that
denies patent protection to drug companies that do not sell at a
particular price. Perhaps they exist. I am certainly not aware of
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any European patent law that, in fact, stipulates pricing for par-
ticular products as a condition to obtain patent protection.

Senator COBURN. It is not a stated threat. It is an implied threat.

Mr. THOMAS. OK. Well, I am not aware of the express or implied
limitations, so your knowledge may exceed my own. I am certainly
not aware of it. Certainly many jurisdictions do use an average
pricing regime, just as the United States Government uses an aver-
age wholesale price for its own Federal employee pricing system.

So I think we cannot point fingers too quickly at prices of medi-
cines that we regulate certainly for Federal employees, and we cer-
tainly regulate prices of other products.

I think ultimately, just going back again, we have entered into
an international agreement that stipulates, among other things,
that our firms can obtain intellectual property rights and enforce
them on a nondiscriminatory basis in those countries, and as part
of that deal, we have also agreed to apply national treatment and
most-favored-nation to our trading partners. And I think as part of
that deal, regardless of whether you feel others are scalawags or
others are not living up to their bargain, it is important for the
United States to set an example and follow the terms of the agree-
ment, in my opinion.

Thank you.

Senator COBURN. Thank you.

Chairman LEAHY. Thank you.

Senator Cardin?

Senator CARDIN. Thank you, Mr. Chairman.

I have two questions. The first is how we can make the remedy
under the ITC more effective. I appreciate, Mr. Herrington, the
work that is done at the Commission, but I know it can take a long
time. It can be very expensive, and enforcement through denying
entry into the United States is not always effective. So I would be
interested in how we could improve the system so that those that
violate our intellectual property laws, that the domestic producers
have a more effective remedy through the ITC.

Second, Professor Thomas, I think you have sort of provoked my
interest. I must confess I do not know the entire history behind the
defenses in 271(g), and I am certain they were hard fought and
very controversial. But maybe you are convincing me that we
should repeal those two exemptions with the district court matters,
knowing full well that the dollar amounts that are awarded there
would take into consideration what would be included in those de-
fenses anyway.

So why not just, if you are so concerned about our international
requirements, consider changing the defenses that are available for
those who have violated the patent laws of this country but have
the defenses because of the change in status or the minor impact
on the product?

Mr. HERRINGTON. Senator Cardin, with respect to the first ques-
tion you addressed, I had not given that a lot of thought before
coming to this hearing. You may know that our caseload has been
increasing. It has been increasing very substantially. We are still
able to cope with that caseload, and we are taking steps to ensure
that we have the appropriate personnel and facilities to make sure
that that continues to happen.
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I am not sure that I can comment any further on the question.

Senator CARDIN. Well, it may be that some of the procedures or
some of the requirements—we found that in some of the ITC areas
that I have been involved with on steel and countervailing duties,
et cetera, that some of the laws that you operate under make it dif-
ficult to comply and some of the court rulings have made it difficult
to enforce our laws.

I happen to agree with Senator Coburn. I want to make our in-
tellectual property rights enforceable and I want to make our rules
enforceable. So I do not have a lot of sympathy for those who vio-
late them.

Mr. HERRINGTON. Well, we will certainly give that some thought
and, mention anything that we think is appropriate.

Senator CARDIN. Thank you.

Professor Thomas, I am looking forward to your reply.

Mr. THOMAS. Mr. Cardin, I hope you have the same sympathy for
witnesses before this Committee. Certainly I agree with you to the
extent that symmetry of laws between the ITC and district
courts—

Senator CARDIN. So you support repealing those?

Mr. THOMAS. Well, I think let me offer a few observations on that
point. I am not that familiar with European medical pricing. I am
more familiar with European patent laws, and many of them had
a provision that essentially inspired 271(g). They called for prod-
ucts that were directly -and I am transliterating, but directly the
result of the process.

Senator CARDIN. You are suggesting that we pattern our trade
laws after Europe?

Mr. THOMAS. We already have, Mr. Cardin. We—

Senator CARDIN. Certainly that is not true in agriculture.

Mr. THOMAS. Well, the Process Patent Amendments Act certainly
was—

Senator CARDIN. Certainly it is not true in the Doha Round
where we are getting into all types of problems with Europe.

Mr. THOMAS. All T am suggesting is—in fact, will tell you directly
is that the legislative history of the Process Patent Amendments
Act accounted for European laws that used words like “directly the
product of the process,” and I think this was an attempt to articu-
late a bit further—

Senator CARDIN. So when the European laws favor our foreign
competitors, we should use those laws, but not the other ones? I
am not—

Mr. THoMAS. Well, if you will allow me to continue, Mr. Cardin,
if I may.

Senator CARDIN. Sure.

Mr. THOMAS. One thing to remember is that when the product
of the process is subject to a number of modifications or is only tan-
gential to the product, there tends to be some disconnect or at least
some separation between the process and the product. And so the
notion is perhaps these individuals are not the copyists of which
you speak. Perhaps they have done some follow-on innovation
themselves to move further.

I would also state that—
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Senator CARDIN. Then that wouldn’t violate the law. They
wouldn’t violate the—they would have a defense there.

Mr. THOMAS. Well, they might violate the process patent in the
jurisdiction from which that product is exported.

Senator CARDIN. Then they have violated our law.

Mr. THOMAS. Not necessarily under 271(g) in the district courts.

Let me also observe that these situations arise because there is
no product patent in the United States. If there is a product patent
in the United States, that patent proprietor could enforce the prod-
uct patent directly. And the reason these cases come up is because
there is only a process patent in the United States. And why is
there only a process and not a product patent? Usually because
patent policy says that there ought not to be, because it is a natu-
rally occurring substance or because the product is already known,
and so the only innovation that is done is a new way of making
it or using it.

So those policy reasons are well established in the patent law,
and they are not by accident. They balance between innovation and
access. And so when we say, well, we ought to have expanded pro-
tection for sort of a form of patent protection that is regarded as
weak, that is sort of at times left to someone who cannot get a full-
fledged product patent, we should at least pause, respectfully, I
think, before we expand it.

Thank you, Mr. Cardin.

Senator CARDIN. Thank you.

Thank you, Mr. Chairman.

Chairman LEAHY. Senator Cardin, if you have more, feel free.

Senator CARDIN. No, Mr. Chairman. I think I got the answer I
expected. I would just come back to the point, if there are addi-
tional suggestions that any of the panelists might have, we would
certainly appreciate it, because I do think we want our laws en-
forced.

Thank you.

Chairman LEAHY. In fact, I will keep the record open. There are
a couple of points that I would like to explore further. For one
thing, take a look at your testimony when you look at it. If you
want to add to it, and we will note it as an addition, but we are
keeping it open for that. We are not trying to play “gotcha” here.
This is too important an issue. It is a highly complex issue, as you
know. You have each spent more time on this than most of us
have. But it is a very, very worrisome issue.

After I get a chance to read more thoroughly the two cases from
yesterday in the Supreme Court, I may followup with some ques-
tions based on that. Some of the cases in the Supreme Court—I
mean, it is very easy to read a case about chasing a fleeing suspect.
The press and everybody else can usually pick up on that, and as
a former prosecutor, I read it with interest. But on these, they get
a little bit—they do not make for exciting bedtime reading. Perhaps
for the four of you they do. They do not for me. But, fortunately,
they do for Susan Davies and other brilliant people on the staff.
But I may followup based on that, if you do not have any objection.

So we will stand in recess.

[Whereupon, at 3:34 p.m., the Committee was adjourned.]

[Questions and answers and submissions for the record follow.]
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1. Upon introduction of the Process Patents Amendment Act in 1988, Senator
DeConcini said, "Our laws must enable U.S. companies to protect themselves
from foreign manufacturers which steal American owned technology and
then use American innovations to compete with U.S. manufactured goods."
This statement tends to indicate that the Process Patent Amendments Act
was adopted to strengthen the ability of US process patent holders to enforce
their U.S process patents. How is this objective served by extending the
exceptions to infringement cases at the ITC?

Response:

This objective can still be served because the technology the Process Patent
Amendment Act in 1988 is trying to protect is the patented process, not the products
produced by such processes. Traditionally, a process patent holder cannot gain
exclusivity over the products made by the patented process. Section 271(g) creates an
exception to this notion, using the non-protected, imported products as a vehicle through
which U.S. patent holders can enforce their process patents abroad-—meeting Senator
DeConcini's goal.

The § 271(g) exceptions do not necessarily thwart this goal. ‘The exceptions keep
the scope of exclusivity focused on the patented process and, in turn, try to reign in the
reach of U.S. process patent holders over products. The exceptions do this by carving out
safe harbors in situations were giving the patent holder exclusive control would be closer
to giving the process patent holder exclusivity over the product, instead of the patented
process. As a result, the § 271(g) exceptions prevent a patent holder from gaining
exclusivity over products too far removed from the societal value of the patented
process.' The § 271(g) exceptions—where the product is "materially changed" or "a
trivial and nonessential component of another product”—focus on situations were foreign

manufacturers are not truly "stealling] American owned technology" nor are they

! See S. Rep. No. 100-83, at 49-51 (1987) (providing an example of non-infringement where the process is
not commercially essential to the creation of the imported product); Eli Lilly & Co v. Am. Cyanamid Co.,
82 F.3d 1568, 1572 (Fed. Cir. 1996) (noting Congress's intent in passing the § 271(g) exceptions is to limit
protection to actions that impact the commercial value of the patented process).
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"us[ing] American innovation to compete with U.S. manufactured goods." In the
§ 271(g) exception situations, the foreign manufacturers are using U.S. intellectual
property (the patented process), but the products that come into the United States derive
little to no value from this use.

Thus, applying the § 271(g) exceptions to the ITC would simply extend this
rationale to another forum—Ilimiting U.S. process patent enforcement to those situations
were the imported products' value is closely tied to the intellectual property right at
issue—the process patent.

This question does, however, get at the heart of the issue before the Committee.
How strong should process patents be? Do we need to give U.S. process patent holders
the ability to capture any and all products made anywhere to maintain the incentive to
create the patented process? In some ways, the current situation may strike the best
balance. The U.S. process patent holder has the ability to exclude from importation any
and all products made by their process via ITC proceedings. But that same patent holder
cannot receive monetary damages, or the other benefits, of a district court action under
§ 271(g). Congress may have, perhaps unintentionally, struck the right balance.

And we have yet to see a clear, detrimental effect on innovation because of the
limited application of the §271(g) exceptions. The Federal Circuit has not applied the
dicta in Kinik, and the § 271(g) exceptions have rarely been applied in district court cases
since their 1988 adoption.” This all suggests that a wait and see approach may be the best
course.

2. Is the U.S. currently in violation of GATT? If not, why not?
Response:

The absence of the § 271(g) exceptions in ITC proceedings is not a violation of
GATT. The argument as to why it is a violation would be that by not applying the
§ 271(g) exceptions at the ITC, a foreign-based importer does not get the same defenses
as their domestic counterpart and thus their products are subject to "less favourable”
treatment than domestic companies. If this is truly the case, the U.S. would likely violate
in violation of Article Il of GATT.?

? See Anne Elise Herold Li, Is the Federal Circuit Affecting US. Treaties? The ITC, $ 2712,
GATT/TRIPS & the Kinik Decision, 16 FORDHAM INTELL. PROP. MEDIA & ENT. L.J. 601, 639-40 (2006)
(noting that the exceptions were applied only five times from their adoption until March 28, 2005).

? See General Agreement on Tariffs and Trade, Oct. 30, 1947, 61 Stat. A-11, 55 UN.T.S. 194, Article Il
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However, to determine whether the treatment is truly "less favourable," the
totality of both types of actions must be examined and compared.® In the end, since both
§ 271(g) and the ITC actions stem from importation into the United States, both foreign
and domestic companies are effected equally by the lack of § 271(g) exceptions at the
ITC. A domestic company can fall within the ITC's jurisdiction because § 1337(a)(1)(B)
explicitly covers the "sale within the United States after importation by the owner,
importer, or consignee” of infringing products.’ A domestic company is also indirectly
effected by a successful ITC action even if they gain the benefit of the § 271(g)
exceptions because any future imports will not be allowed into the country. The
domestic company's supply of exempt products under § 271(g) will eventually dry up.

If a domestic company is able to avoid the ITC, a foreign company still gains
benefits over its domestic counterpart in district court. The foreign company is not
subject to any monetary liability at the ITC. In contrast, if a § 271(g) action is successful,
the infringer is, at the very least, liable for reasonable royalties for all past infringements
and these damages may be trebled if the infringement is deemed willful® It is also more
difficult to prove a foreign company violated § 1337 because the evidentiary
presumptions of infringement set forth in 35 U.S.C. § 295 apply only to § 271(g) actions
in district court.’

This analysis does bring up an important point. The ITC and district court are
different forums, with different procedures, and different remedies. But since § 271(g) is
essentially concerned with the importation of foreign products, the ITC can dominate
both the foreign and national effect of U.S. process patent rights. The Committee should
take this into consideration when addressing the base policy question—How strong
should process patent rights be?

* This is the same criteria used by a GATT panel when it considered whether the availability of § 1337
action violated Article IIT of GATT. See Report of the Panel, United States — Section 337 of the Tariff Act
of 1930, 1./6439, 38-39 (Nov. 7, 1989).

S 19 US.C. § 1337(aX1)(B).

¢ See 35 U.S.C. § 284.

7 See 35 U.S.C. § 295 (noting that the presumptions apply "if a court” makes certain findings); Nutrinova
Nutrition Specialties & Food Ingredients GmbH v. Int'l Trade Comm'n, 224 F.3d 1356, 1360 n.1 (Fed. Cir.

2000) (noting that "it is possible that § 295 has no application to proceedings before the ITC, since the
statute on its face applies to courts, not agencies”).
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3. In relying on the following statement about Congressional intent in a Senate

Report on 271(g) --""Neither is there any intention for these provision to limit
in any way the ability of process patent owners to obtain relief from the U.S.
International Trade commission"-- did the Federal Circuit in Kinik confuse
types of relief available with substantive legal standards as to what
constitutes infringement of a US patent?

Response:
It certainly is possible. And this argument has been made by commentators.®

However, to the bottom line issue—did the Federal Circuit correctly construe the
relevant statutes and limit the application of the § 271(g) exceptions—I believe they did.
The most convincing evidence of Congress's intent is that in the same 1988 Act that
enacted 35 U.S.C. § 271(g), Congress also deleted 19 U.S.C. § 1337a and repositioned it,
with some non-substantive amendments, at 19 US.C. § 1337(a)(H(B)(iD).” This created
two causes of action before the ITC with respect to patents—one for the importation of
articles that "infringe a valid and enforceable United States patent” and another for the
importation of articles that "are made . . . by means off] a process covered by the claims
of a valid and enforceable United States patent.”’® Congress, with § 1337(a)(1)(B)(i),
specifically kept a separate cause of action before the ITC that is divorced from the
concept of "infringement"-—a concept defined by 35 U.S.C. § 271, which includes the
§271(g) exceptions. And the self-contained cause of action in § 1337(a)(1)(B)i)
provides a reach similar to § 271(g) but does not include any exceptions. If Congress
truly wanted to have the § 271(g) exceptions apply to all ITC actions, Congress would
simply have repealed § 1337a and not moved it into § 1337."!

¥ See John M. Eden, Unnecessary Indeterminacy: Process Patent Protection After Kinik v. ITC, 2006
DUKEL. & TECH.REV. 9, § 10.

® See Omnibus Trade and Competitiveness Act of 1988, Pub. L. No. 100-418, § 1342, 102 Stat, 1107
(1988); Amgen, Inc. v. U.S. Int'l Trade Comm'n, 902 F.2d 1532, 1538-40 (Fed. Cir. 1990). Specifically, §
1337(a)(1)(B) now indicates that the following is uniawful:

The importation into the United States, the sale for importation, or the sale within the
United States after importation by the owner, importer, or consignee, of articles that—

(i) infringe a valid and enforceable United States patent or a valid and
enforceable United States copyright registered under title 17; or

(ii) are made, produced, processed, or mined under, or by means of, a process
covered by the claims of a valid and enforceable United States patent.

19 U.8.C. § 1337(a)( 1)YBXi),(ii).

" As an aside, if the Committee wants the § 271(g) exceptions to apply to ITC actions, a simple deletion of
§ 1337(a)(1)(B)(ii) would achieve this result.
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1. Do you think it is appropriate for Congress to step in to the middle of a
dispute between two parties and change the rules while the litigation is
ongoing? While it may not be unprecedented, I think it would be an unwise
course. Shouldn't Congress have a 'don't intentionally and specifically
interfere in litigation" policy?

Response:

Congress should change the law when policy, or the Constitution, dictates that the
law should be changed. There are legislative mechanism, such as effective date
provisions and grandfather clauses, which can minimize a change's impact on causes of
actions already initiated and protect settled expectations.

Congress should also, however, be cautious in basing a legislative change on the
impact of one, isolate incident. We have yet to see a clear, detrimental effect on
innovation because of the limited application of the §271(g) exceptions. The Federal
Circuit has not applied the dicta in Kinik, and the § 271(g) exceptions have rarely been
applied in district court cases since their 1988 adoption.'

Furthermore, this issue needs to be considered in the context of the wider reaching
patent reforms currently before both the Senate and the House that address core patent
issues.> With such larger issues on the table, there is reason to think that Congress should
not be distracted by the § 271(g) exceptions issue. Additionally, successful patent reform
most likely requires compromise amongst the various constituents. To include another
issue such as this one introduces another moving piece that may either upset the current
balance in the pending legislation or make it more difficult to reach such a balance. To
put it simply, the issue here may be too small, remote, and uncertain to justify Congress's

! See Anne Elise Herold Li, Is the Federal Circuit Affecting U.S. Treaties? The ITC, § 271(g),
GATT/TRIPS & the Kinik Decision, 16 FORDHAM INTELL. PROP. MEDIA & ENT. L.J. 601, 639-40 (2006)
(noting that the exceptions were applied only five times from their adoption until March 28, 2005).

2 See Patent Reform Act of 2007, S. 1145, 110th Cong. (2007); Patent Reform Act of 2007, H.R. 1908,
110th Cong. (2007).
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immediate attention and energy and could possibly negatively impact the likelihood of
passage of any broader reaching patent reforms currently before Congress.

2. The ITC and the federal court systems have different purposes and grant
different remedies. The ITC exists, in part, to protect American industry and
trade — and it provides injunctive relief in the form of exclusion orders; the
federal court system, among other things, protects individual rights — and
provides relief in the form of damages. Doesn't it make perfect sense that
defendants in these different venues can avail themselves of different
defenses?

Response:

It certainly does, but care should be given to make sure these differences do not
frustrate an overarching substantive policy goal Congress is trying to effectuate.

There is a real possibility that the availability of § 1337 actions at the ITC
combined with the absence of the § 271(g) exceptions can dwarf any policy goals behind
the availability of exceptions in district court. In both the district court and the ITC cases
involving patented process use abroad, the triggering activity is the importation of foreign
products. If products that fall under the § 271(g) exceptions can be stopped at the border
by the ITC, the availability of such defenses in district court eventually become useless.
The U.S. process patent holder can have the ITC exclude the exempted products, and the
domestic supply that is protected by the § 271(g) exceptions eventually dries up.

But the U.S. patent holder does not get money damages at the ITC and will have a
tougher time proving infringement in the ITC because of the absence of the 35 U.S.C.
§ 295 presumptions.’” Depending on how strong of protection Congress wants, this
middle of the road situation may strike the right balance. We, quite frankly, do not know
if it does, mainly because the Kinik decision has yet to be applied and the § 271(g)
exceptions are applied so infrequently in district court. This is why Congress may want
to wait and see the full effect of limiting the exceptions before acting.

3 See 35 U.S.C. § 295 (noting that the presumptions apply "if a court” makes certain findings); Nutrinova
Nutrition Specialties & Food Ingredients GmbH v. Int'l Trade Comm'n, 224 F.3d 1356, 1360 n.1 (Fed. Cir,
2000) (noting that "it is possible that § 295 has no application to proceedings before the ITC, since the
statute on its face applies to courts, not agencies").
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3. What would be the impact on the American economy, and on American jobs,

if we were to expand the number of affirmative defenses available to parties
accused of infringing process patents before the ITC? Would it send piracy
overseas by expanding the permissible uses of US process patents abroad?

Response:

It is unclear. The real reason it is unclear is that the Kinik decision’s statement on
this issue was dicta and the exclusion of § 271(g) exceptions from the ITC has yet to be
fully applied.

One can postulate that currently foreign manufacturers do not infringe U.S.
process patents, even if the products would fall under the § 271(g) exceptions, because
they know they would be excluded by the ITC. But certainly from the passage of
§ 271(g) in 1988 to the Kinik decision in 2004, more foreign manufacturers would have
tried to exploit the § 271(g) exceptions. The fact that they have not either means that
everyone subscribed to the Kinik decision's statutory interpretation well before the
opinion issued or that the § 271(g) exceptions are not ones that a foreign manufacturer
can easily take advantage. The former is unlikely. One commentator argues that there
are five reasons why the Kinik decision's statutory decision is incorrect.' Certainly
foreign companies would have seen similar arguments and believed the exceptions would
apply at the ITC and acted accordingly. This makes the later more likely because the §
271(g) exceptions only exclude enforcement against those activities that gain little to no
value from the patent process. The § 271(g) exceptions apply to situations were using the
U.S. intellectual property does not gain a foreign manufacturer much. Thus, given the
extremely limited historical application of the exceptions, applying them at the ITC may
have little effect on U.S. process developers and users.

This is all conjecture, however. Those in industry, that know how the § 271(g)
exceptions effect decision making and technological development in the United States
and abroad, are better situated to address this question.

* See John M. Eden, Unnecessary Indeterminacy: Process Patent Protection A {fter Kinik v. ITC, 2006
DUKE L. & TECH.REV. 9, 9 10-17.
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Questions for the Record
Submitted by Senator Arlen Specter, Ranking Member
Senate Judiciary Committee
“Process Patents”
May 1, 2007

Responses of Wayne Herrington
Assistant General Counsel
U.S. International Trade Commission

Question

1. If a district court applies a legal standard that ultimately absolves a defendant from
infringement liability, then why shouldn’t this same standard apply in an ITC proceeding where
a finding of infringement is a predicate before an exclusionary order is entered?

Response

The Commission acts as a quasi-judicial tribunal in its section 337 investigations according to
statutory authority. The Commission applies the patent law (Title 35 of the United States Code)
and patent jurisprudence in its patent-based section 337 investigations except in those instances
where Congress has stated otherwise. In the Abrasives case, the Commission construed the
relevant legal provisions and legislative history to indicate the intent of Congress that the
defenses of 35 U.S.C. § 271(g)(1) and (2) were not to be applied to proceedings under the
Commission’s process patent provision, section 337(a)(1)(B)(ii). The Commission reached this
conclusion by applying principles of statutory construction, and the U.S. Court of Appeals for
the Federal Circuit agreed with the Commission on this point.

Question

2. In exclusion proceedings, what does the ITC consider when determining whether to bar a
product from being imported into the U.S.?

Response

In arriving at its determination on whether a product should be excluded from entry into the
United States, the Commission first considers whether the complainant has shown that a
violation of section 337 exists. In a patent-based case, this means that the complainant must
show that the imported articles infringe the asserted patent claims. Where the Commission’s
process patent provision is involved, the complainant must show that the product is “made,
produced, processed, or mined under, or by means of, a process covered by the claims of a valid
and enforceable United States patent,” as set out in section 337(a)(1)(B)(ii). These showings are
subject to applicable defenses, e.g., patent invalidity and unenforceability. The complainant
must also show that a domestic industry exists or is in the process of being established, as
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required by section 337(a)(2)-(3).

If the foregoing requirements are met, and a violation of section 337 thus established, the
Commission ordinarily will issue an exclusion order directing Customs to exclude the infringing
articles from entry. There are two types of exclusion orders: a limited exclusion order and a
general exclusion order. A limited exclusion order excludes from entry infringing articles from
named sources who were respondents in the Commission’s investigation. A general exclusion
order excludes from entry infringing articles regardless of source, and thus not only applies to
persons who were respondents in the Commission’s investigation, but also to persons who were
not. However, additional criteria (set out in section 337(d)(2)) must be met for issuance of a
general exclusion order. In addition to, or in lieu of, an exclusion order, the Commission may
issue cease and desist orders against persons who were respondents in the Commission’s
investigation. Cease and desist orders are usually sought against respondents who have
commercially significant domestic inventories.

Notwithstanding a finding of a violation of section 337, the Commission may decline to issue
relief after considering the effect of such relief “upon the public health and welfare, competitive
conditions in the United States economy, the production of like or directly competitive articles in
the United States, and United States consumers,” as provided, for example, in section 337(d)(1).
However, it is rare for the Commission to deny relief on this basis.

The final component of a Commission final determination is the amount of bond importers
would have to post to permit importation during the 60-day Presidential review period which
follows affirmative Commission determinations, i.e, determinations that a violation of section
337 exists and the issuance of remedial orders. During the Presidential review period, the United
States Trade Representative, acting under delegated authority from the President, may
disapprove the Commission’s determination for “policy reasons,” as provided in section 337(j).
Such disapproval is rare.

Question

3. [understand that during exclusion proceedings, there is an attorney serving the public
interest. What public interest does the ITC seek to serve and how is this different from the
district courts?

Response

A Commission investigative attorney from the Commission’s Office of Unfair Import
Investigations is assigned to each of the Commission’s section 337 investigations. This office is
distinct from the Commission’s Office of the General Counsel and does not provide advice to the
Commission in individual proceedings. The Commission investigative attorney acts as an
independent party in the investigation, representing the public interest by developing relevant
information and advocating on behalf of the public an independent position on the issues to
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assist the Commission and its Administrative Law Judges in the discharge of their decision-
making responsibilities during the course of the investigation. The private parties (the
complainant and the respondent) are represented by their own counsel. There is no counterpart
to the Commission investigative attorney in district court proceedings.

Question

4. [ understand that last year the ITC dismissed without prejudice an exclusion proceeding
brought by Amgen against Roche and that an appeal of the dismissal is currently pending before
the Federal Circuit. If Congress were to amend 271(g) in the manner discussed today, what
impact would that have on future proceedings between these parties before the ITC?

Response

On May 12, 2006, the Commission instituted an investigation under section 337 of the Tariff Act
of 1930 (19 U.S.C. § 1337) (“section 337") entitled Certain Products and Pharmaceutical
Compositions Containing Recombinant Human Erythropoietin, Inv. No. 337-TA-568. The
investigation was based on a complaint filed by Amgen Inc. (“Amgen”) which asserted
infringement of six United States patents. The asserted claims included process claims, product
claims, and method of use claims. Amgen named four firms as respondents: Roche Holding
Ltd., F. Hoffmann-La Roche, Ltd., Roche Diagnostics GmbH, and Hoffmann-La Roche, Inc.
(collectively, “Roche™). Since process claims were involved, the investigation was based in part
on the Commission’s process patent provision, section 337(a)(1)(B)(ii).

On July 7, 2006, the presiding administrative law judge (“ALJ”) issued an initial determination
(“ID™) granting Roche’s motion for summary determination (the Commission’s equivalent to
summary judgment) of no violation of section 337. On August 31, 2006, the Commission
determined not to review the ALJ"s [D, making it the final determination of the Commission.

Amgen has appealed the Commission’s final determination to the U.S. Court of Appeals for the
Federal Circuit. The appeal is titled Amgen Inc. v. International Trade Commission et al.,
Appeal No. 2007-1014. Roche has intervened in the appeal on the side of the Commission. The
appeal is fully briefed and awaiting scheduling of oral argument. The issues on appeal are: (1)
whether the Commission has jurisdiction over so-called “imminent infringement” in the absence
of at least a sale for importation; (2) whether 35 U.S.C. § 271(e)(1) can be raised as a defense in
cases involving importations of products made abroad by a patented process, including cases
brought under the Commission’s process patent provision; and (3) whether the ALJ correctly
found that there were no genuine issues of material fact regarding whether the accused
importations by Roche fell within the defense of 35 U.S.C. § 271(e)(1).

In the appeal, Amgen has argued that the Federal Circuit’s decision in Kinik Co. v. International
Trade Commission requires that 35 U.S.C. § 271(e)(1) not be available in cases brought under
the Commission’s process patent provision. In Kinik, the Federal Circuit agreed with the
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Commission that the defenses of 35 U.S.C. § 271(g)(1) and (2) do not apply to Commission
section 337 investigations brought under the Commission’s process patent provision. The
Commission has argued that Kinik is not germane to the question of whether 35 U.S.C. §
271(e)(1) is a defense in section 337 investigations brought under the Commission’s process
patent provision. The Commission’s argument would not be affected by an amendment which
would eliminate the language “for purposes of this title” from 35 U.S.C. § 271(g).

The question of how such an amendment might affect the availability of the defenses of 35
U.S.C. § 271(g)(1) and (2) in cases brought under the Commission’s process patent provision is
another matter. Since the Commission acts as a quasi-judicial tribunal in its section 337 cases, it
is not in a position to state what the effect of such an amendment might be in a future case.
However, the Commission notes that the language referred to was one of two bases on which the
Commission relied in the 4brasives case to conclude that the defenses of 35 U.S.C. § 271(g)(1)
and (2) were not applicable to section 337 cases brought under the Commission’s process patent
provision. The other basis for the Commission’s decision was section 9006(c) of the Process
Patent Amendments Act. The Commission also notes that in considering defenses in cases
brought under the Commission’s process patent provision, it may be argued that the construction
of that provision, section 337(a)(1)}(B)(ii), should also be taken into account.
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Senator Specter’s Questions

1. Can you elaborate on the functions of the International Trade
Commission and the district courts with regard to patents?

The International Trade Commission (ITC) and the federal district courts
have different functions predicated on different statutory bases. The ITC is an
executive branch agency that, inter alia, serves the public by determining the
effect of imports on U.S. industries and directing actions against certain
unfair trade practices. ITC proceedings under Section 337 of the Trade and
Tariff Act of 1930, 19 U.S.C. §1337, protect domestic industries and the
public interest by empowering the Commission to launch investigations and
issue exclusion orders against unfair trade practices. In the case of patented
processes practiced abroad, an ITC exclusion order may issue upon a finding
of unfair trade practices; if issued, it will be implemented by the United
States Customs Service to stop the future importation of goods made
offshore by practicing that patented process. By contrast, federal court
actions adjudicate civil disputes between private litigants in accordance with
the Patent Act, issue temporary and permanent injunctions against future
infringement, award damages to redress past infringement, and decide
reasonable royalties for future infringement if a permanent injunction is not
issued.

There are significant differences between a Section 337 proceeding in the ITC
and an action for patent infringement in a federal court. The ITC must find
that the patentee is actively engaged in exploiting the patent in the U.S.; the
patent must be valid, enforceable, and infringed; the remedy is limited to a
prospective exclusion order (no monetary damages are possible); the ITC
must consider the public interest, health and welfare, and competitive
conditions in the U.S. before issuing an exclusion order; and Section 337
determinations are subject to Presidential review before becoming final. By
contrast, a federal district court in a2 patent infringement action only
considers whether the patent is valid, enforceable, and infringed—if so, both
damages and injunctive relief are available as remedies. Whereas ITC relief is
confined to products at the border, district court infringement actions may
target those same products after they have entered U.S. commerce.

2. Throughout the past several months, my staff and I have received
information indicating that the Judiciary Committee some years ago
was unaware of the impact that changes to the patent law could
potentially have on proceedings before the ITC. Given your expertise
in this area, are you aware of whether the Committee considered the
potential impact the Process Patent Amendments Act would have as
evidenced by the legislative history?
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It is clear from the language of the Process Patent Amendments Act (PPAA)
and its legislative history that Congress intended to add a new federal court
remedy for process patent owners, not to subtract from preexisting rights.
Not only did Congress consider the impact of the PPAA on pre-existing law,
but it explicitly stated that it in no way intended to supplant or undermine
any existing rights or remedies available to patent owners in Section 337
proceedings brought in the ITC:

“"Retention of Other Remedies.—The amendments made by this
subtitle shall not deprive a patent owner of any remedies available
under subsections (a) through (f) of section 271 of title 35, United
States Code, under section 337 of the Tariff Act of 1930, or under any
other provision of law.”

See subsection (c) of Section 6 of the PPAA.

Mr. Kastenmeier also made it clear that the Committee was quite aware of
the differences between ITC and federal court proceedings when, in his
remarks introducing the patent reform bills that resulted in the PPAA, he
noted that:

“Under 19 U.S.C. 1337(a) an aggrieved party can claim that goods are
being imported into the United States which have been produced using
a process protected by a U.S. patent. While the Tariff Act does provide
some protection against this practice the potential remedies are clearly
insufficient. ... [S]uch a case turns not on questions of patent law,
rather whether the importation is unfair. Finally, and most importantly,
the remedy in such an action is insufficient.

Cong. Rec., 11/18/83, p. E5700.

The legislative history on this point is equally clear. The Senate Report
states:

“"The new remedies for process patent owners provided by the bill are
subject to general limitations which do not apply in suits under existing
law by process patent owners against parties manufacturing in the
United States. For example, . . . [t]he bill provides that a product
which is made by a patented process will not be considered so made
after it is materially changed by subsequent processes; or it becomes
a trivial and nonessential component of another product. There is no
intention to impose any of these limitations on owners of product
patents or on owners of process patents in suits they are able to bring
under existing law. Neither is there any intention for these provisions
to limit in any way the ability of process patent owners to obtain relief
from the U.S. International Trade Commission.”

S. Rep. No. 100-83 at 60-61 (1987 ) (emphasis added).
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3. Does the Kinik decision undermine the preclusive effect that
federal court rulings are traditionally given in subsequent ITC
proceedings?

Consistent with the language of the statute and its legislative history, in Kinik
Co. v. Int’l Trade Comm’n, 362 F.3d 1359 (Fed. Cir. 2004) the Federal Circuit
affirmed that the PPAA did not create new defenses for respondents in
Section 337 proceedings brought in the ITC. Specifically, the Federal Circuit
affirmed the ITC’s holding that the two affirmative defenses to infringement
under Section 271(g) — exempting a product made by a patented process if
that product is "materially changed by subsequent processes” or “becomes a
trivial and nonessential component of another product” ~ do not apply in
Section 337 proceedings before the ITC.

The Kinik decision in no way alters any preclusive effect of federal court
rulings in subsequent ITC proceedings; it merely confirms that the two
special defenses to patent infringement available under Section 271(g) in
federal court are not available as defenses to unfair trade practices at the ITC.
If a federal court finds that a product is made abroad by a patented process,
it might also conclude that the product “will, for purposes of this title, not be
considered to be so made” after applying the special 271(g) defenses. In that
case, the ITC can rely on the district court’s factual finding without observing
the fiction to the contrary created by those inapt defenses. It can thereby
conclude that there is an unfair trade practice and issue an appropriate
exclusion order if the other predicates to such an order are present.

4. How do you respond to Mr. Thomas’ statement that, “like cases
should be decided alike, regardless of the forum in which the case
was heard”?

There is no need to test Mr. Thomas’ thesis in this instance, because here the
cases are not alike when properly considered. There are significant
differences between a Section 337 unfair trade proceeding in the ITC and a
Section 271(g) action for patent infringement in federal court.

Section 337 proceedings include, as a participant, the agency that is charged
with considering the effect on domestic industry and the public interest in
protecting against the importation of goods made offshore by a foreign party
using a process protected by a U.S. patent. The Commission determines
whether to institute an investigation, participates in the discovery process,
motion practice and other pre-trial proceedings, presents evidence and
argument at trial, and briefs and argues post-trial motions and any appeal.
To prevail in a Section 337 action, the patent owner must show not only use
of a process covered by a valid, enforceable claim of a patent, but aiso that it
has created a domestic industry that would be harmed by the importation
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and that the public interest would be served by the issuance of an exclusion
order.

In contrast, federal courts adjudicate disputes between private litigants,
reviewing evidence of patent validity, enforceability, and infringement, and
awarding damages to redress past infringement and reasonable royalties for
future infringement if a permanent injunction is not issued. Because the
parties, the interests in contention, and the available remedies are different,
Mr. Thomas’ underlying thesis is inapposite. There is nothing inconsistent
with Congress’s decision, in passing the PPAA, not to extend the two specific
defenses to patent infringement under Section 271(g) to the pre-existing
trade related law regarding Section 337 proceedings in the ITC.
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Senator Whitehouse’s Questions

1. Do you think it is appropriate for Congress to step in to the middle
of a dispute between two parties and change the rules while the
litigation is ongoing? While it may not be unprecedented, I think it
would be an unwise course. Shouldn’t Congress have a “don't
intentionally and specifically interfere in litigation” policy?

No, it is not appropriate. I believe it is unwise and unfair for Congress to
intervene in a pending litigation and “change the rules” in the course of an
ongoing legal dispute. Parties evaluate their respective legal positions and
engage in litigation under the law as they understand and interpret it at a
given time, and Congress should strive not to take any action that would
upset the balance between the parties as it existed at the outset. To the
extent that Congress finds it appropriate to change or clarify existing law, it
should normally be done in a prospective manner, permitting the
modifications to become effective at some future date certain. Regarding the
instant question of modifying Section 271(g) of the Patent Statute, the
proposed changes are not needed and would be detrimental to the U.S.
economy.

2. The ITC and the federal court systems have different purposes and
grant different remedies. The ITC exists, in part, to protect American
industry and trade - and it provides injunctive relief in the form of
exclusion orders; the federal court system, among other things,
protects individual rights — and provides relief in the form of
damages. Doesn‘t it make perfect sense that defendants in these
different venues can avail themselves of different defenses?

Yes, it makes perfect sense that infringement defendants in private litigation
in federal court have access to the defenses provided to them by Congress,
while defendants before the ITC that threaten American industry and trade
not be allowed to assert these defenses. That is precisely why the restrictive
language “for purposes of this title” was included in Section 271(g).

Congress enacted the Process Patents Amendment Act (PPAA) after years of
debate and numerous compromises. The PPAA was intended, in part, to place
domestic manufacturers on a more level playing field with foreign
manufacturers. It accomplishes this by giving the owners of U.S. process
patents the ability to seek injunctive relief and damages in federal court
against infringers who are evading U.S. process patents by practicing
overseas some or all of a process patented in the United States and then
importing the resulting product for sale in the United States. Because the
parties, the interests in contention, and the available remedies before the
ITC and in federal court are different, it is perfectly logical, consistent and
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appropriate for Congress to have declined to extend the newly created
Section 271(g) defenses to the pre-existing process under ITC Section 337.

3. What would be the impact on the American economy, and on
American jobs, if we were to expand the number of affirmative
defenses available to parties accused of infringing process patents
before the ITC? Would it send piracy overseas by expanding the
permissible uses of US process patents abroad?

An inevitable result of making the Section 271(g) defenses available in ITC
proceedings would be that processes invented and patented in the U.S.
would be used offshore to produce products for sale in the U.S. If foreign
manufacturers were provided with these additional defenses in Section 337
proceedings, with the consequent lessening of the ability of the ITC to
exclude such products at the U.S. border, products now made in the U.S. by
American workers would instead be made offshore using lower cost foreign
labor. The projected result would be the export of American jobs and an
increase in the trade deficit.

Section 337 proceedings in the ITC have long been an effective means of
protecting domestic industry against the importation of products made by
infringing processes practiced abroad. The addition of Section 271(g) to the
Patent Act was intended to strengthen the rights of process patent owners,
not to weaken the ability of the ITC to protect the U.S. economy. Expanding
the defenses available in ITC proceedings would put United States industry at
a disadvantage with respect to foreign competitors, by increasing the ability
of foreign manufacturers to practice United States process patents abroad
and then import the products made by the patented process for sale in the
United States. This would encourage off-shoring by creating a perverse
incentive to export manufacturing processes and jobs to foreign countries,
where the rights of U.S. process patent owners could be ignored, directly
contrary to the purpose of the PPAA and undercutting the longstanding right
of U.S. process patent owners to seek the ITC’s assistance in protecting
established domestic industries.
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GEORGETOWN UNIVERSITY LAW CENTER

May 29, 2007

The Honorable Patrick J. Leahy
United States Senate
Committee on the Judiciary
Washington, DC 20510-6275

Dear Scnator Leahy:

Thank you for the opportunity to reply to the additional questions posed by your colleagues
on the United States Senate Committee on the Judiciary. I submit these responses on my own
behalf. These views are not necessarily those of any other individual, enterprise, or organization.

Questions from Senator Specter

1. If we change the law to make the 271(g) defenses apply in the ITC, wouldn't that create an
incentive for manufacturers abroad to infringe US process patents in other countries for subsequent
importation to the U.S.?

Absent empirical evidence on this issue, I simply do not stand in a position to be able
to respond to this question in a responsible way. I observe, however, that this amendment
could just as readily be seen as encouraging manufacturing in the United States. Both U.S.
and foreign firms manufacture complex products in the United States, and they not
infrequently import various components of those products from abroad. If U.S. process
patents regulate the importation of those components—even where the relationship between
the patent and the component is tangential-then the failure to apply the § 271(g) defenses
in ITC actions may discourage firms from domestic manufacture altogether.

I also hasten to note that the issue addressed in the hearing of May 1, 2007, was not
the proposed elimination of the rule that importation of the product of a process patented in
the United States will ordinarily infringe the U.S. patent. Rather, the issue was the extent
of a U.S. process patent’s extraterritorial interest, and in particular whether products that
bear only a tangential relationship to a patented process should still fall within the
exclusionary scope of that patent. The incentive that this question suggests is, at most, the
incentive to practice a patented process overseas, but then either (1) materially change the
product of that process, or (2) ensure that the product of that process becomes a trivial and
nonessential component of another product, prior to importing that product into the United
States. When it enacted § 271(g), Congress made the judgment that a cause of action for
patent infringement in the United States was not justified in these remote circumstances.
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The current disconnect between the Patent and Tariff Acts causes the federal administrative
and judicial apparatus to continue to react to these scenarios, in contradiction to
congressional intent in enacting the Process Patents Amendment Act.

2. Mr. Thomas, is there an actual problem that is in need of Congressional attention or only the
potential for a problem? The Federal Circuit has yet to apply the dicta of Kinik and with so many
other issues being presented to Congress in the patent reform debate, is there a reason why
Congress should amend this portion of the patent code when it is clear that there is still a substantial
question as to whether it is necessary?

Indications exist that the disharmony in process patent enforcement may constitute
a current problem, rather than merely a potential one. Scholarly commentary has opined that
the disjunction between the Patent Act and the Tariff Act violates commitments made by the
United States when joining the World Trade Organization. Providing domestic industry with
more favorable substantive patent law rules also conflicts with longstanding U.S. policy to
improve intellectual property protection available to domestic innovators in foreign markets.
The number of products—including medications and other health-related products—that have
been denied to U.S. consumers, based upon their tangential relationship to a U.S. process
patent, is also unknowable.

It should be also be appreciated that Congress has historically intervened in patent
matters on an irregular basis. The last major overhaul of the patent code took place in 1952.
Current discussion concerning omnibus patent reform may provide members of Congress,
and their staff, with a level of sophistication concerning the patent system that may not be
easily reconstructed in the future. As a result, current patent reform initiatives may provide
amoment of opportunity for consideration of this fairly technical issue within the patent and
trade laws.

Questions from Senator Whitehouse

1. Do you think it is appropriate for Congress to step into the middle of a dispute between two
parties and change the rules while the litigation is ongoing? While it may not be unprecedented,
I think it would be an unwise course. Shouldn't Congress have a “don’t intentionally and
specifically interfere in litigation”’ policy?

I am aware that there is an ongoing dispute between Amgen and Roche that
implicates the applicability of § 271(g) issues before the ITC; that statement is essentially
the extent of my knowledge as to that disagreement. It should be appreciated, however, that
the current disharmony in U.S. process patent enforcement may transcend a particular
litigation between two commercial rivals. Academic commentary suggests that this
disjunction constitutes a continuing violation of commitments made by the United States
when joining the World Trade Organization. We also have no reliable way of knowing the
number of products that firms opt not to introduce into the U.S. marketplace due to concerns
over process patent infringement-despite the tangential relationship between the U.S. patent
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and the product that would ultimately be introduced into the United States. The expansion
of the proprietary extraterritorial rights associated with U.S. process patents, in contradiction
to congressional intent in framing the Process Patents Amendment Act, may result in higher
prices and diminished supplies for U.S. consumers in such crucial areas as pharmaceuticals
and other medical products. For these reasons, Congress may properly judge this issue to
be one that encompasses policy concerns that extend beyond a particular lawsuit.

2. The ITC and the federal court systems have different purposes and grant different remedies. The
ITC exists, in part, to protect American industry and trade—and it provides injunctive relief in the
Jorm of exclusion orders; the federal court system, among other things, protects individual
rights—and provides relief in the form of damages. Doesn't it make sense that defendants in these
different venues can avail themselves of different defenses?

It is true that the ITC and the federal courts have different purposes. Of course it is
also true that the remedies vary between the two fora, in that the relief available from the
ITC is essentially a subset of that available from the federal courts. These premises do not
logically result in the conclusion that substantive patent law rules should vary between the
ITC and the federal courts, however. The legal and economic instrument that the moving
party invokes in both fora is the same: Anissued U.S. patent. Whether the ultimate purpose
of enforcing that patent is styled as protecting U.S. industry, or as vindicating the right of
an individual participant within U.S. industry, compelling policy reasons indicate that
substantive legal rights should not vary among different fora. Holding otherwise violates
a fundamental axiom of a just system of laws, the intuitive norm that like cases should be
resolved alike. It also leads to other deleterious consequences, including bypassing the
balance that Congress achieved in enacting the Process Patents Amendments Act, as well
as undermining the preclusive effect that ITC rulings ordinarily enjoy before the federal
courts.

3. What would be the impact on the American economy, and on American jobs, if we were to expand
on the number of affirmative defenses available to parties accused of infringing process patents
before the ITC? Would it send piracy overseas by expanding the permissible uses of US process
patents abroad?

Once again, absent empirical evidence on this issue, I simply do not stand in a
position to be able to respond to this question in a responsible way. In a world where
multinational enterprises increasingly operate distributed manufacturing facilities, however,
the account that ecumenical application of the § 271(g) defenses would encourage offshoring
or overseas patent infringement strikes me as at best incomplete. For example, both U.S. and
foreign firms manufacture complex products in the United States, and they not infrequently
import various components of those products from abroad. If U.S. process patents regulate
the importation of those components—even where the relationship between the patentand the
component is tangential-then the failure to apply the § 271(g) defenses in ITC actions may
discourage firms from manufacturing in the United States in the first place.

* ok Kk
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Thank you again for the opportunity to respond to these questions. If I may be of any further
assistance, please do not hesitate to contact me at 202 662-9925, or at jrté@law.georgetown.edu.

Sincerely yours,

R A

hn R. Thomas
Professor of Law
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February 21, 2007

The Honorable Patrick J. Leahy, Chairman
Senate Committee on the Judiciary

224 Dirksen Senate Office Building
Washington D.C. 20510

The Honorable Arlen Specter, Ranking Member
Senate Committee on the Judiciary

224 Dirksen Senate Office Building
Washington, DC 20510

Dear Chairman Leahy and Ranking Member Specter:

T am writing to express the AFL-CIO’s strong opposition to proposals to weaken U.S.
patent law in ways that would effectively encourage offshore outsourcing of U.S. manufacturing
jobs. Protecting innovation and ensuring that domestic producers do not face unfair competition
from offshore production is critical to creating and retaining good jobs here in the United States.
With the U.S. trade deficit hitting record highs and good jobs being lost in both manufacturing
and services, it is especially important that Congress retain strong and effective patent
protections for U.S.-based producers.

We understand that efforts are being made to amend 35 U.S.C 271(g), a provision of the
patent code, by striking the words, “for purposes of this title.” This apparently minor change
would weaken U.S. process patent protection because it would allow producers outside the 1.8,
to use patented processes and import and sell the resulting products without respecting the
innovators’ patent rights. This would have the effect of treating foreign producers more leniently
than we treat domestic manufacturers who infringe process patents, enhancing mcemxves to
move production offshore and thereby exacerbating our trade imbalance.

Currently, the U.S. International Trade Commission (ITC) is charged with protecting
American workers and businesses from unfair competition. The proposed change to 271(g)
secks to undermine the ITC’s ability to prevent foreign products that violate U.S. process patents
from entering the country.

This proposed change to the patent code is contrary to the interests of American workers
and producers. We ask you to gppose efforts to include this change to 271(g) in the introduced
version of the patent reform bill or in any other vehicle. Proponents attempted to attach this
modification of 271(g) in a patent rider on the Senate’s CJS appropriations bill in the last
Congress and have still not given up trying to weaken the ITC’s ability to enforce fair trade laws.
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Like many in the university community and the private sector, we firmly support current

law, which enables the ITC to protect against unfair trade. We strongly oppose any changes to
patent or trade law that would allow foreign competitors to infringe U.S. process patents in ways

that domestic producers cannot.
Sincerely, M

William Samuel, Director
DEPARTMENT OF LEGISLATION
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Written Statement of Christopher A. Cotropia’
Associate Professor of Law
University of Richmond School of Law

Thank you for the opportunity to testify before the Committee on the extraterritorial
enforcement of United States process patents. I appear today on my own behalf, as a concerned
observer of the patent system.

The issue before the Committee is very narrow and incredibly complex. This issue
focuses on United States patents that cover a process, the unauthorized use of these patented
processes outside this country to make products, the importation of these products into this
country, and the exception of some of these products from liability. This issue also involves the
institutional differences between patent actions in United States District Courts and at the
International Trade Commission ("ITC™).

This statement hopes to cut through some of the complexity and provide a fair and
balanced presentation of the various concerns this issue presents. To put it succinctly, the
potential inapplicability of the 35 U.S.C. § 271(g) exceptions to proceedings at the ITC raises
three concerns: inconsistent judgments; noncompliance with TRIPs; and hindrance of the
policies behind the exceptions. This statement concludes by urging the Committee to consider
whether addressing this issue is a road worth going down when Congress is already focused on
broader reaching, and higher impact, patent reforms.

Background on the Extraterritorial Enforcement of Process Patents
Prior to the passage of 35 U.S.C. § 271(g), the holder of a United States process patent

could exclude only uses of the patented process within the United States.! The owner's only
recourse to usage of the patented process outside this country was to go before the ITC and seek

* Christopher Cotropia is an Associate Professor of Law at the University of Richmond School of Law. He is also a
member of the School's Intellectual Property Institute. He teaches intellectual property, patent law, copyright law,
computer law, and property. He has authored numerous articles in the areas of patent law and federal courts,
Professor Cotropia received his B.S. in both Electrical Engineering and Computer Engineering from Northwestern
University. He received his 1.D. from The University of Texas School of Law, where he graduated Order of the Coif
and served as an editor of the Texas Intellectual Property Law Journal. He then clerked for the Honorable Alvin A,
Schall of the United States Court of Appeals for the Federal Circuit.

135 US.C. § 271(a).
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to exclude from importation products made abroad by the patent process.2 The patent owner had
no recourse in federal district court.

Section 271(g) was enacted in 1988 to close this loophole and provide a cause of action
in district court.’ Specifically, the statute provides that "[wlhoever without authority imports
into the United States, or offers to sell, sells, or uses within the United States a product which is
made by a process patented in the United States shall be liable as an infringer."* A patent holder
can now seek redress both in district court and before the ITC for extraterritorial use of her
patented process. Products made abroad by a process patented in the United States can either be
the subject of an injunction issued by a United States District Court or excluded at the border by
Customs as the result of an ITC issued exclusionary order® The patent holder can also seek
monetary damages for harm already caused by this infringing activity, but this relief is only
available in federal district court.®

When passing § 271(g), Congress noted that other countries limited the scope of
exclusivity to products made "directly” from the patented process.” While not adopting the
"directly” language,® Congress added the two exceptions to § 271(g)'s, excluding a product from
infringement if "(1) it is materially changed by subsequent processes; or (2) it becomes a trivial

219US.C. § 1337a (1982). Sectior; 1337a, enacted in 1940, read as follows:

The importation for use, sale, or exchange of a product made, produced, processed, or
mined under or by means of a process covered by the claims of any unexpired valid United States
Letters Patent, shall have the same status for the purposes of section 1337 of this title as the
importation of any product or article covered by the claims of any unexpired valid United States
Letters Patent.

Act July 2, 1940, c. 515, 54 Stat. 724. The statute has since been repealed and the language placed in 19
U.S.C. § 1337(a)(1)(B)(ii).

% See Omnibus Trade and Competitiveness Act of 1988, Pub. L. No. 100-418, § 9003, 102 Stat. 1107, 1563-65
(1988); Anne Elise Herold Li, Is the Federal Circuit Affecting U.S. Treaties? The ITC, § 271(g), GATT/TRIPS &
the Kinik Decision, 16 FORDHAM INTELL. PROP. MEDIA & ENT. L.J. 601, 608 (2006). Section 271(g) was part of a
subsection of the Act subtitled "The Process Patent Amendments Act of 1988".

435 U.S.C.§ 271(g).

%35 U.S.C. § 283 (noting a district court's discretion to issue an injunction); 19 U.S.C. § 1337(e) (identifying the
ITC's ability to exclude infringing articles).

35 U.S.C. § 285. There is a limitation to such damages unique to § 271(g) actions. See 35 U.S.C. § 287 (limiting
the scope of damages based on notice, as well as other factors).

7 8. Rep. No. 100-83, at 31-35, 49-50 (1987).

® Id. at 49 (noting that "directly" was not used so as to not “exempt too many products™ from infringement),
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and nonessential component of another product. " These exceptions were included to ensure that
infringing products had "a reasonable nexus with the patented process.”

In the same 1988 Act that enacted 35 U.S.C. § 271(g), Congress also deleted 19 U.S.C.

1337a and reposmoncd it, with some non-substantive amendments, at 19 U.S.C.

§ 1337(a)(1)(B)(ii).!" Essentially there are two causes of action before the ITC with respect to

patents—one for the importation of articles that "infringe a valid and enforceable United States

patent” and another for the importation of articles that "are made . . . by means off] a process
covered by the claims of a valid and enforceable United States patent."’

The Kinik Decision

In Kinik Co. v. International Trade Commission, the Federal Circuit addressed whether
the exceptions in § 271(g) were available to a respondent in an ITC action under § 1337.8 The
patent at issue claimed a process for producing certain abrasive articles, and Kinik was allegedly
importing products made by this patented process in Taiwan.'* 3M, the owner of the process
patent at issue, initiated an action under § 1337(a)(1)(B)(i1) before the ITC to exclude Kinik from
importing these products.”® Kinik alleged, among other things, that the 1mported products were
"materially changed by subsequent processes,” falling within the exception in § 271(g)(1) and
thus could not be subject to exclusion. The ITC dismissed Kinik's argument as contrary to the
plain meaning of the relevant statutes and the respective legislative history.

35 U.8.C. § 271(2).

195, Rep. No. 100-83, at 36.

! See Omnibus Trade and Competitiveness Act of 1988, Pub, L. No. 100-418, § 1342, 102 Stat, 1107 (1988);
Amgen, Inc. v. US. Int'l Trade Comm'n, 902 F.2d 1532, 1538-40 (Fed. Cir. 1990). Specifically, § 1337(a)(1)(B)

now indicates that the following is unlawful:

The importation into the United States, the sale for importation, or the sale within the United
States after importation by the owner, importer, or consignee, of articles that-—

(i) infringe a valid and enforceable United Stafes patent or a valid and enforceable United
States copyright registered under title 17; or
(ii) are made, produced, processed, or mined under, or by means of, a process covered by
the claims of a valid and enforceable United States patent.

2 19 U.S.C. § 1337(a)(1)(B)i),(i).

"% 362 F.3d 1359, 1361 (Fed. Cir. 2004).

)

15 Id
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The Federal Circuit agreed, concluding that the § 271(g) exceptions did not apply
to § 1337(2)(1)(B)(ii) actions.”® The court noted that § 9006(c) of the Act enacting § 271(g)
explicitly indicated that there "amendments . . . shall not deprive a patent holder of any remedies
available . . . under section 337 of the Tariff Act of 1930."” The Senate Report supported this
statement, indicating:

There is no intention to impose any of these limitations on owners of
products or on owners of process patents in suits they are able to bring under
existing law. Neither is there any intention for these provisions to limit in any way
the ability of process patent owners to obtain relief from the U.S. International
Trade Commission.

The language of § 271(g) also specifically prefaced the exceptions as being "for the purpose of
this title,” and thus not applying to Title 19 and specifically 19 U.S.C. § 1337." The court also
concluded that it was willing to defer to the ITC's statutory Interpretation on this issue.”®

Notably, the Federal Circuit found the process patent not infringed by Kinik, rendering
moot the court's discussion as to whether the exceptions applied.”’

Potential Concerns Raised by the Inapplicability of the § 271(g) Exceptions at the
ITC

The Kinik decision, while yet to be applied, identifies the possibility that, as drafted, the
exceptions in § 271(g) may apply only in district court proceedings and not in § 1337 actions
before the ITC. The rest this statement does not focus on whether the Federal Circuit in Kinik
was right as a matter of statutory construction”? Instead, this statement assumes courts will
follow Kinik and focuses on the various issues Congress should consider were it to make
amendments to introduce the § 271(g) exclusions into ITC actions. There are three areas of
concern Congress should take into account.

' Id at 1362-63.

7 Id. at 1362 (quoting Pub. L. 100-418, § 9006(c)).

» Kinik, 362 F.3d at 1362-63 (quoting S.Rep. No. 100-83 at 60-61).
™ Kinik, 362 F.3d at 1363 (quoting 35 U.S.C. § 271(2)).

® Kinik, 362 F.3d at 1363,

# Id_ at 1366; see also John M. Eden, Unnecessary Indeterminacy: Process Patent Protection Afier Kinik v. ITC,
2006 DUKE L. & TECH. REV. 9, ] 2 (noting that the Federal Circuit's interpretation of the § 271(g) exceptions is
dicta).

* Some have argued that this statutory construction is wrong. Eden, supra note 20, at §10-17 (identifying five
reasons why the-court's interpretation is incorrect).
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1. Inconsistent Judgments

First, there is a potential for inconsistent judgments on the same patent claims for the
same imported products.”> For example, a company may import a product that, while made
abroad by a process patented in the United States, has been materially changed by subsequent
processes. This product would fall within the § 271(g)(1) exception, and the process patent
holder could not succeed in a district court action of infringement. However, that same patent
holder could succeed in an ITC action concerning the very same product because the presence of
a subsequent material change is statutorily irrelevant. And neither of these judgments would
preclude the other because the § 271(g) exceptions were only legally available in one forum-—
district court.* :

There are, however, reasons not to label these as truly "inconsistent" judgments. That is,
we may be comparing apples and oranges. Initially, if Congress purposively created separate
and different standards for the two causes of actions, there is no reason to compare them as
equals. There is legislative history regarding § 271(g) to support this interpretation.” This same
argument can be made at even a higher level, focusing on the very different purposes of the two
tribunals. District courts pursuant to Title 35 are tasked with the specific mandate to enforce
patent protections, while the ITC under Title 19 is meant to police trade-related activities and
protect domestic industries.”® These different institutional goals are also exemplified by the fact
that "Congress did not intend decisions of the ITC on patent issues to have preclusive effect” on
district court proceedings.”’ There is even evidence in the legislative history that Congress
recognized, and relied on, these very institutional differences when passing § 271(g).”®

In addition, because of the lack of a claim preclusion effect for ITC decisions, the
possibility of judgment inconsistency is an inherent characteristic of every § 1337 actions. Even

2 See Li, supra note 3, at 639 (identifying this possibility).

™ See Brown v. Felsen, 442 U 8. 127, 131 ( 1979) ("Res judicata prevents litigation of all grounds for, or defenses
to, recovery that were previously available to the parties, regardless of whether they were asserted or determined in
the prior proceeding.”)

* See, e.g., S. Rep. No. 100-83, at 60-61 ("There is no intention to impose any of these limitations on owners of
products or on owners of process patents in suits they are able to bring under existing law. Neither is there any
intention for these provisions to limit in any way the ability of process patent owners to obtain relief from the U.S.
International Trade Commission.”),

* See, e.g., 19 US.C. § 1337(a)(2),(3); Tandon Corp. v. U.S. Int'l Trade Comm'n, 831 F.2d 1017, 1019, (Fed. Cir.
1987) (noting that "the Senate Report accompanying the Trade Act of 1974 made clear that the Commission's
primary responsibility is to administer the trade laws, not the patent laws").

¥ See Tandon, 831 F.2d at 1019.
% See, e.g., S. Rep. No. 100-83, at 36-39 (citing an example were a company may be able to successfully enforce

their process patent in district court under § 271(g), but not at the ITC because the patent holder has yet to establish
a domestic industry).
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if there is no difference in substantive law, district courts can, and do, come to opposite
conclusions from the ITC.” And partially because of this ever-present chance of inconsistency,
there are safety valves in § 1337's remedial structure that can rectify such inconsistencies. For
example, the ITC is instructed to consider the "public health and welfare” and "competitive
conditions in the United States economy™ before excluding products from entry.®® ITC decisions
are also subject to presidential review before any remedy goes into effect, explicitly giving the
President ability to disapprove of the decision "for policy reasons.”

2. Noncompliance with TRIPs

Second, the possibility of inconsistent treatment of like cases presents international
concerns. Article III of the Agreement of Trade-Related Aspects of Intellectual Property Rights
("TRIPs") requires each member to "accord to the nationals of other Members treatment no less
favourable than that it accords to its own nationals with regard to the protection of intellectual
property . . .."* By not applying the § 271(g) exceptions at the ITC, a foreign-based importer
does not get the same defenses as their domestic counterpart. A foreign company importing
products into the United States who has no domestic presence is only directly affected by an ITC
exclusionary order. In contrast, a domestic distributor is usually outside the jurisdiction of the
ITC and subject only to a district court infringement action.”” If both are moving products made
abroad by a United States patented process, the foreign company will not get the benefit of the
exceptions in § 271(g), while the domestic company will. Since the foreign company is subject
to a more stringent exclusion of products made by a patented 4process, they can be said to be
subject to "less favourable" treatment than domestic companies,’

However, to determine whether the treatment is truly "less favourable," the full effect of
both types of actions must be examined. While a foreign company does not get the benefit of the
§ 271(g) exceptions at the ITC, it does gain other benefits over its domestic counterpart in
district court. The foreign company is not subject to any monetary liability. In contrast, if a
§ 271(g) action is successful, the infringer is, at the very least, liable for reasonable royalties for
all past infringements and these damages may be trebled if the infringement is deemed willful.*

* See Tex. Instruments Inc, v. Cypress Semiconductor Corp., 90 F.3d 1558, 1569 (Fed. Cir. 1996) (affirming a
district court judgment of non-infringement, even though the ITC found the patents infringed).

19 US.C. § 1337(d)(1).

19 US.C. § 1337()(2); But see, Li, supra note 3, at 645 (noting that the presidential review period will likely pass
before the district court makes a substantive decision).

32 Agreement on Trade-Related Aspects of Intellectual Property Rights, art. 3, Apr. 15, 1994, Marakesh Agreement
Establishing the WTO, Annex 1C, Legal Instruments--Results of the Uruguay Round vol. 31, 33 LL.M. 81,

** The ITC does have limited jurisdiction over sales by importers, owners, and consignees in the United States. See
19 U.8.C. § 1337(a)(1)(B).

3 See Li, supra note 3, at 635-36 (making a similar argument).

* See 35 US.C. § 284.
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A patent holder will also find it more difficult to prove a foreign company violated § 1337
because the evidentiary presumptions of infringement set forth in 35 U.S.C. § 295 apply only to
§ 271(g) actions in district court.>® Additionally, the domestic company can still fall within the
ITC's jurisdiction because § 1337(a)(1)(B) explicitly covers the "sale within the United States
after importation by the owner, importer, or consignee" of infringing products.”’  Finally, a
domestic company will be indirectly effected by a successful ITC action even if they gain the
benefit of the § 271(g) exceptions because any future imports will not be allowed into the
country. The domestic company's supply of exempt products under § 271(g) will eventually dry

up.
3. Hindrance of the Policies Behind the § 271(g) Exceptions

Third, Congress should consider the policy reasons behind the § 271(g) exceptions.
Section 271(g) was enacted to strengthen the protection for United States process patents. In
turn, § 271(g) is meant to preserve the incentive to invest research and development dollars in
the development of publicly beneficial processes.®® The exceptions evidence a congressional
intent to not overincentivize and provide a patent holder with exclusivity over products too far
removed from the societal value of the patented process.”® Additionally, the exceptions strike a
balance between protecting a patent holder's rights and recognizing the territorial limits of United
States patents. Finally, the exceptions properly limit culpability to those with products closely
tied to the patented process since it is the process, not the product, that is truly infringing.
Allowing the patent holder to go to the ITC and exclude products that fall within these
exceptions hinders these policies.

However, it can be argued that limiting the exceptions to district courts furthers patent
policy. Patent law traditionally gives the patent holder the ability to exclude the use of a
patented process to make any product, regardless of how valuable the process is to the made
product. Section 1337 operates as intended and simply extends this policy to uses of the
patented process outside the United States.*® The § 271(g) exceptions still place limitations on

% See 35 U.S.C. § 295 (noting that the presumptions apply "if a court” makes certain findings); Nutrinova Nutrition
Specidlties & Food Ingredients GmbH v. Int'l Trade Comm’n, 224 F.3d 1356, 1360 n.1 (Fed. Cir. 2000) (noting that
"it is possible that § 295 has no application to proceedings before the ITC, since the statute on its face applies to
courts, not agencies"),

19 US.C. § 1337(a)(1)(B).

* See S. Rep. No. 100-83, at 30-31.

* See id, at 49-51 (providing an example of non-infringement where the process is not commercially essential to
the creation of the imported product); Eli Lilly & Co v. Am. Cyanamid Co., 82 F.3d 1568, 1572 (Fed. Cir. 1996)

(noting Congress's intent in passing the § 271(g) exceptions is to limit protection to actions that impact the
commercial value of the patented process).

* See, e.g., Amgen, 902 F.3d at 1539 (citing the testimony of Senator Lautenberg regarding the moving of § 1337a
to 19 US.C. § 1337(a)(1)(B)ii) in 1988).
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the strength of process patents, albeit not as great, by removing, with all of its advantages, the
district court enforcement option.! The exceptions also fulfill the goal of limiting territorial
overreach by not subjecting foreign companies whose products fall within the exceptions to
personal liability for money damages.

Considering This Issue in the Context of Broader Patent Reform

1If Congress decides to act on this issue, it should contemplate where it fits within the
larger patent reform legislation that is currently before Congress. The § 271(g) exceptions issue
is extremely complex, with the previous statutory reforms in this area requiring multiple attempts
by Congress, a "bitter battle" between indusiries, and much congressional testimony.” The
complexity of the issue stands in sharp contrast to the issue's lack of immediacy. If there is a
problem, it is still only a potential problem. The Federal Circuit has yet to apply the dicta in
Kinik. And the § 271(g) exceptions have even rarely been applied in district court cases since
their 1988 adoption.*®

Contrast all of this with the wider reaching patent reforms that address core patent issues
currently before both the Senate and the House.** With such larger issues on the table, there is
reason to think that Congress should not be distracted by the § 271(g) exceptions issue.
Additionally, successful patent reform most likely requires compromise amongst the various
constituents. To include another issue such as this one introduces another moving piece that may
either upset the current balance in the pending legislation or make it more difficult to reach such
a balance. To put it simply, the issue here may be too small, remote, and uncertain to justify
Congress's immediate attention and energy and could possibly negatively impact the likelihood
of passage of any broader reaching patent reforms currently before Congress.

Thank you for the opportunity to testify before you today. I would be pleased to answer
any questions.

41 See S. Rep. No. 100-83, at 36-39 (noting all of the advantages of district court civil actions over ITC proceedings).

2 See Eli Lilly & Co. v. Am. Cyanamid Co., 82, F.3d 1568, 1579-81 (Rader, J., dissenting) (walking through the
legisiative history of 35 U.S.C. § 271(g)).

3 Seé Li, supra note 3, at 639-40 (noting that the exceptions were applied only five times from their adoption until
March 28, 2005).

4 See Patent Reform Act of 2007, S. 1145, 110th Cong. (2007); Patent Reform Act of 2007, H.R. 1908, 110th Cong.
(2007).
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The Honorable Patrick J. Leahy The Honorable Arlen Specter
Chairman, Ranking Member,
Committee on the Judiciary Committee on the Judiciary
United States Senate United States Senate
Washington, D.C. 20510 Washington, D.C. 20510

Dear Mr. Chairman and Senator Specter:

This letter provides the views of the Department of Commerce (DOC) and, in particular, its
component the U.S. Patent and Trademark Office (USPTO) on the provisions of S. 1145, the
"Patent Reform Act of 2007," as introduced.

This new patent bill isa revised version of legislation considered in the last Congress to
modernize the U.S. patent system through changes designed to improve patent quality, reduce
patent litigation costs and further international harmonization of patent laws. We support these
goals,

INTR TION

The bill includes reform proposals that would directly impact the USPTO. These include
provisions on first-inventor-to-file, third-party submissions of prior art and post-grant review of
patents. There are also litigation-management provisions relating to assessment of damages,
willfulness determinations and venue considerations that do not directly impact USPTO
operations, but rather patent policy in general.

There are also certain provisions that, while not currently in the bill as introduced, could usefully
modemize the U.S. patent system. In the interests of providing as complete a picture as possible,
we are including suggestions that are consistent with the goal of modernization.

In analyzing the provisions of 8. 1145, and in suggesting additional items, we consider what will
benefit U.S. inventors and the American public. It is from this perspective — benefit to
Americans — that we approach our review and make recommendations.

QUALITY IS A SHARED ONSIBILITY.

The U.S. patent system is predicated on disclosure. It cannot be emphasized enough that the
grant of a patent right presumes an exchange of complete openness by the inventor for various
rights of exclusivity. Thus, U.S. patent law requires inventors to disclose the “best mode” for
reproducing their invention, and to explain their proposal in a manner clear to one skilled in a
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particular art. We believe that emphasis on full disclosure — as is required for fair exchanges in
all fiekis of enterprise - will ensure a vibrant, modern patent system.

A corollary of full disclosure must be intolerance for willfisl suppression or hiding of
information, While, of course, fraud cannot be accepted, we also need a system that permits
good-faith effonts te provide high quality and complete applications. The challenge for
policymaking is to ensure modernization that both eliminates incentives for fraud and promotes
full and complete applications.

1. Applicant Quality Submissions (AQSs)

Perhaps the most important element of ensuring that patent examinations are of the highest
quality and processcd as efficiently as possible is what the applicant files. The patent applicant
has the most knowledge, the most opportunity, and the most 1o gain by providing the USPTO
with the best possible information about his or her invention.

In the USPTO s new Accelerated Examination Program - where the first patent was issved in
fess than six months — applicants participate in an interview and provide the USPTO with a
starch and a support document. The USPTO's expenience with this mitiative is that both
applicants and examiners realize that more written and oral information from applicants
improves guality and timeliness.

The USPTO looks forward to taking the success of this model — captioned “applicant quality
submissions” — to lower pendency, raise productivity and increase quality, and apply it to all
patent examinations. o that end, the USPTO believes that applicants should be given every
opportunity and the responsibility to provide more and bevier information to examiners about
their inventions. For such a program to be successtul, the USPTO will ensure that requirements
for more and better information do not become overly burdensome in general and in particular to
independent inventors and smal] entities.

We recognize that, in many cases, applicants have expressed sirong concerns about providing the
USPTO with complete information about their applications. In some cases, applicants simply do
not want to provide important information for fear that it will limit the scope of the patent they
may receive {though such a limitation would be proper under the facts and the law).
Unfortunately, an additional percentage of applicants do not make the effort to fully define their
inventions because there is currently no procedural or other deterrent to submilting an ill<defined
application,

In some other cases. applicants or their attorneys fear that the legal doctrines of inequitable
conduct and unenforcenbility may unfairly punish them with Draconian penaltics for innocently
omitting information. The theory is that if ane provides information, he or she must do so
perfectly or powentially lose the patent or face disciphinary action; whereas, a failure to share any
information carries no consequences.

Under existing case Jaw, a court that finds that an applicant has committed inequitable conduet in
prosecuting @ patent apphication must find unenforceable all claims of the patent and related
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patenis, cven if they are othenwise valid. Thus, the only remedy available is a complete loss of
the patent, Inequitsble conduct can be found if the applicant deliberately withholds or
inaccurately represents information material 10 patent prosecution. Anything the court deems
that a reasonable examiner would find important con be aaterial and the evidence necessary W
show intent varies according to the nature of the omission. Accordingly, the inequitable conduct
standard is uncertain and the potential penalties severe. For example, any misstatement in an
affidavit, or even a failure to disclose a possible source of hias, has been held 1o be capable of
rendering sll claims of the patent unenforceable,

While the risk of an incquitable conduct finding is Jow, 1t is alleged relatively frequently and,
when alleged, adds substantially 1o litigation costs and malpractice claims. The “all or nothing”™
result of an inequitable conduct finding understandably has a perverse effect on the actions of
applicants and their altomeys with respeet to “risking™ a proper search in the first place, Asa
result, the doctrine drives counterproductive behavior before the USPTO. It discourages many
applicants from conducting a search and leading others o be indiscriminate in the information
they submit. In a review two years ago, we found that in over one-half of applications either no
inforsmation disclosure statement was submitted or submissions included more than 20
referenges,

As we review and evaluate the elements of a successful and efficient AQSs program, we believe
there are two related issucs that would require legislative action, namely ineguitable conduct and
the ability of micro-entities 1o meet new informalion requirements.

{a) Inequitable Conduct

Consistent with the discussion above, DOC recommends that the bill be amended to address the
doctrine of inequitable conduet and enenforceability to ensure thst patent applicants are not
discouraged from fully and fairly sharing relevant information with the USPTO.

Current uncertainties associated with the doctrine would be signitficantly reduced by clarifying
the appropriate standards. First, the standard for finding intent could be explicitly scparated from
the mulcriality of the withholding, requiring proof that the misrepresentation was knowing, with
intent to deceive. Second, the doctrine could be changed o a standand requiring a finding that
the nformation would have been relevant 1o a reasonable examiner. The “refevance” standard
could usefully be framed in terms of whether a reasopable examiner would have allowed the
patent, withowt more, but for the misrepresentation or omission.

With respect 1o materiality, Conpress may wish to consider requiring the USPTO to define the
term {as it does now) and limit the cowrts to finding inequitable conduct only in circumstances in
which information that the USPTO bas defined as material is misrepresented or withheld,

DOC and the USPTC look forward to working with the Commitice and stakeholders to develop
provisions that would be more etfective than the current doctrine in facilitating the targeting of
fraud that actually affects the examination process and in improving the guality of applicant
submissions.
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(b} Micreo-Entity Status

We recognize that any AQSs program with requirements for more and better information must
not become overly burdenseme in general and in panticular to independent inventors and smalt
entities,

Accordingly, with respeet to truly independent inventors and truly small entities, DOC
recornmends that the bill be amended to define a "micre-entity” status. The definition could be
based on a number of factors including: income level; number of patent applications filed; lack
of representation by a registered practitioner; and lack of assignment activity. The status would
exempt an applicant from some or all of the requirements of an AQSs program.

That status also could be used to idemify inventors cligible for reduced fees and other preferved
treatment and assistance.

2. Priov Art Submissions

Section 9(b} of the bill expands the ability of third partics to submit information they believe is
pertinent to a pending application. Specifically, the proposal would permit the submission of
patents, published applications or other printed publications before the eardier of: (1) the mailing
date of a notice of allowance, or (2) either six months afler pre-grant publication, or the date of
the first refection of any claim by the examiner, whichever occurs later.

This proposal is consistent with the discussion above regarding AQSs and overall efforts to
encourage a highly participatory examination process with more engagement by applicants as
well as by other imerested parties with information relevant to that examination.

Current UUSPTO rules permit submission of patents or printed publications within two months of
publication or before the mailing of a notice of allowance, whichever occurs first,

In contrast to current USPTO rules, the bill would reguire that the submission include & "concise
description of the asseried relevance of each submitted document.” Current USPTO rules do not
permit inclusion of comments or explanations concerning the submitted patents or printed
publications.

DOC supports enactment of this section, with minor revisions, and anticipates that the provisions
will serve to provide our examiners with information they may not otherwise obiain and should
result in a more etficient examination process and a higher quality, more reliable patent. We
have identified a fow technical revisions that should be made prior to enactment and recommend
that the provision be accompanied by regulatory authority for the Director of the USFTO 10
implement procedural requirements o make the submission process as efficient as possible.

Consistent with the provisions and rationale of this section, the USPTO is conperating in a pilot
program involving peer review of patent applications. Up to 250 applications. assigned to
Technology Center 2100, which examines computer-related technotogies, will voluntarily be
placed. by the spplicants, on a non-USPTO web site for an expanded and public review by a peer
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group of patent uscrs, attorneys and academics. The pilot group of applications will include
applications filed by small entity filers. The public group will determine and submit to the
USPTO what they consider the best available and relevant prior ant. The pilot program will test
whether this peer review can effectively identify prior art that might not otherwise be found by
our examiners during the typical examination process. We will alse make an evaluation as to
whether this process resulis in measurable examination timesavings and quality improvements.

LITIGATION MANAGEMENT ITEMS

The disclosure philosophy has cven more relevance to litigdtion than to cxamination, as it
exposes the economic repercussions of a failure o fully disclose. One of the purposes of the
paten system authorized by the Constitution of the United States is to promote the dissemination
of knowledge 1o the public through disclosure of inventions, Requirements for more and beaer
information 1o suppaort a patentability determination are comparable o current requirements in
virtually every judicial and administrative procecding for parties to bring the most relevant,
reliable and complete information before the decision-making body.

We fully appreciate that not all industries are similarly situated, that market conditions change
over time, and that practical matters - such as channels of rade — may he legitimate fuctors for
consideration in a patent-infringement case. Therefore, we believe it is critical that ltigation-
management modernization efforts preserve discretion for courts that enables them to account for
differences across industries, markets, and time.

3. Apportionment of Damages

Section S(ay of the bill, in part, direcis the court to ensure that a reasonable royalty is applicd
anly 1o the economic value attributed to the patented invention as distinguished from the
economic value awributable to other features added by the infringer. More specitically. the bill
alsy provides thet in order for the entice market rule to apply, the patenice must cstablish (hat the
patent’s specific improvement is the predominant basis for market demand,

Current patent law provides that a patentee is entitied (0 damages adequate 1o compensate for
infringement, but in no event less than a reasonable royalty. The question of what is the value of
arelatively small picee of patented technology when it is integrated as a component of a larger
article has attracted substantial attention by the high-tech industry.

Under the entire market rule, the value of the entire spparatus, which includes both patented and
other inventions not covered by the patent at issue. is used as the royally base for computing
reasonable royalty,

Concerns have been expressed that patent awards based on the entire market value are overly
generous. Legislative proposals have attempted 10 solve this problem by directing counts to
consider the contribution of other clements of the entire product added by the infringer. This is
one of several factors, commonly referred to ax the Georgia-Pacific factors, typically considered
by courts in determining royalty rafes.

W



53

While the appropriateness of damages awards in a number of patent cases may be subject to
debate, DOC does not believe that a sufficient case has been made for a lepislative provision 10
codify or emphasize any ont or more factors that & court must apply when determining
reasonable royalty rates. Further evaluation or research is necessary to determine whether a
statwtory "entire market rule” may not be readily or appropriately applicable to technology that
involves something other than a physical component of a product.

I appears that the courts have adequate guidance through Georgia-Pacific and, as a general
matter, do in fact consider numerous factors in determining royalty rates, including: rates paid
by other licensees; nature and scape of the license, profitability of the produet; commercial
relationship between the licensee and lcensor; as well as the portion of the realized profi
artributable to the invention, The amount of a reasonable royalty should wurn on the facts of each
particular case. as best as those facts ¢an be determined.

4. Willful Infringement

Section 3(a) of the bill, in part, limits a court’s ability to award enhanced damages in the
following ways: (1) codifies that inereased damages are [imited 10 instances of willful
infringement; (2} requires a showing that the infringer intentionally copied the patented
invention: (3} requires notice of infringement to be sufficiently specific so as to reduce the use of
form letters; {(4) establishes a good faith belief defense; (5) requires that determinations of
willfulness can only be made after a finding of infringement: and (6) requires that determinations
of willfulness be made by the judge, not the jury,

Witlful patent infringernent can certainly have significant consequences. The court may treble
the damages and award attorney fees, With escalating patent litigation costs, the threat of freble
damages can be quite substantial. Some have expressed concerns that willfulness is frequemtly
alleged 25 a matter of course and alleged infringers have 1o bear the expense of defending such
actions.

While there is some cvidence to support the claim that willfulness is frequently alleged, the
evidence also sugpests that witlfulness is carrently difficult to establish. The additional
requirements, limitations, and conditions set forth in the bil) may significantly reduce the ability
of a pmentee to abtain trehle damages,

Muodemization efforts should avoid perverse incentives that might make infringement simply “a
cost of doing business.” While not the only deterrent 10 patent infringement, the possibility of
treble damages provides an important and substantial obstacle - more than might be scriously
considered in a practical business caloulus.

For lack of a clear and substantiated case for major statatory reform in this ares, DOC is unable
to support all the provisions of section S(a) of the bill as currently deafied. However, DOC can
support & number of the narrowly drawn provisions of the section that we believe are
appropriate, reasonable and fair 10 most imterested parties.
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Accordingly, the Depariment supports enactment of the amendments contained in section S(a)
that statutorily, limit enhanced damages to determinations of willful infringement: require
sufficiently specific notices of infringement; and provide that an inference of willfulness can not
be drawn from the decision of an infringer not to present evidence of advice af counsel.

5. Prior User Defense

Section 3(b) of the bill expands the prior use defense, created by the American Inventors
Protection Act of 1999, by eliminating the limitation that the subjeet claim be directed to &
“method of doing or conducting business.™ it also enhances the safe harbor for non-patentees in
that they would only have to show commeercial use, or substantial preparations for commercial
ase, al any point before the effective filing date of the patent application (rather than that date
plus one year),

The benefit of a prior uee defense iz clearly directed toward the non-patentee. Proponents arguc
that this 15 reasonable in a competitive cconomy and strikes a balance befween trade seeret and
patent proteclion.

Critics arguc that prior user rights underming the purpose of a patert system by creating a strong
ncentive 10 protect innovalions as trade secrets. Under a prior use defense regime, if inventors
are able (o protect their innovations as trade secrets, they are able to use them indefinitely, even
if someone else abiains a patent on the invention.

Absent a change to a first-to-file system. DOC does not support the bill's expansion of the prior
user defense al this time. The existing defense has rarely been invoked and there is insufficient
information to gauge 1he polential impact of substantially expanding it.

6. Venue

Section 10{a) of the bill limits the places where corporations may be sued by amending 28
U.S.C. § 1400¢b) to provide that a corporation "resides™ only where it has its principal place of
business or in the State in which the corporatian is incorporated.

This provision is clearly mere restrictive than the current "personal jurisdiction™ standard that
requires "minimum contacts” for venue purposes and represents a substantial departure from
established practice. While this proposal addresses forum shopping concerns expressed by many
patent owners, it may not result in the most appropriate and convenient venue for litigation.

Also, the proposal expands the types of actions subject 10 28 U.S.C. § 1400¢b) which currently is
limited 1o patent infringement aclions. The proposal would cover any civil action arising under
any federal law relating to patents, other than declaratory judgment and Patent Board decisions.

DOC has not taken a position on the provisions of this section. We will review and evaluate the
proposal, along with possible aliernatives, in consultation with the Department of Justice.
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APPEALS
7. Interlocutory Appeals

Section 10(b) of the bill provides that parties in a patent infrinpement suit are permitted to have
an interlocutory appeal to the Court of Appeals for the Federal Circuit afier a Marionan hearing
on claim construction, rathet than wailing for 4 final judgment 10 be rendered by a district court.

While propanents of this provision maintain that these appeals would reduce the length and cost
of litigation, others believe that the appeals may have the opposite effect and would in fact offer
“another bite at the apple” because the reversal rate for claim construction is fairly high.

DOC is unable to support this provision at this time. We wiil consider the merits in consuliation
with the Department of Justice,

PROPOSALS DIRECTLY AFFECTING THE USPTO
8. Post-Grant Review

Section 6 of the bill establishes post-grant review procedures under which any person may
request the USPTO 1o cancel as unpatentable any claim of a patent: within 12 months after issue
or reissue; when the petitioner establishes o substantial reason 1o believe that the continued
existence of the challenged claim causes or is likely to cause the petitioner significant cconomic
harm; or when the petitioner has received notice from the patent holder alleging nfringement by
the petitioner.

Past-grant review procedures would he more expansive than existing reexamination procedures
and would include consideration of evidence gleaned through depositions and interrogatories as
well as patents and other documents. A newly designated Patent Trial and Appeal Board would
be respoensible for conducting the post-grant reviews.

The USPTO Director would preseribe regulations cxiablishing and governing the proceedings
including standards for showings of "substantial reason to believe” and "significant economic
harm™ and procedures for the submission of supplemental information and discovery of refevant
evidence. The Director would also establish by regulation reasonable fees o be paid by the
person requesting the proceeding.

Final determinations would be issued within onevyear with a six-month extension available for
good enuse shown, Regulations would address sanctions for abuses of the proceedings.

Muny aspects of the post-grant review section are similar to those contained in the draft bill
prepared by the USPTO in 2005, A primary difference is the scope of the "second window."
While the USPFTO's proposal would also provide for a one-vear first window, it would mit the
second window to a six-month period after receipt of a notice from the patent holder alleging
infringement. Additionally, the USPTO proposal would authorize the Director 1o promulgate
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regulations that would also require a petitioner 1o show substantial economic harm. That
awthority would enable the USPTO o control or limit an influx of potential cases.

A second sipnificant difference is that the bill's applicability reaches back to patents issued
before the effective date of the legislation. The USPTO's procedures would be available only on
a prospective basig,

The broad scope of the bill's second window coupled with the substantial number of patents
subject to the proposed review procedures create very legitimate concerns about the USPTO's
ability 1o effcetively handle the potential workload. Accordingly, while the Department supports
the establishment of post-grant review procedures, we suggest revision of the bill's provisions te
more closely align with those in the USFTO's draft bill. We would be pleased to work with the
Commitiee in that regard.

9. USPFTO Regulatory Authority

Section 11 of the bill would specifically authorize the USFTO to promulgate such rules,
regulations and orders that the Dircctor determines appropriate 1o carry out the provisions of
Title 35 or any other applicable Jaw or that the Director determines necessary 1o poverny the
operanon and organization of the USPTO,

We thank Congress for suggesting appropriate authority for the USPTO. The USPTO has long
belicved that rulemaking amthority 15 beneficial to the patent system, and welcomes authonty tha
is pecessary to promulgate regulations to ensure an efficient and quality-based patent
cxarmination process. We have concerns about unbounded discretion, and therefore want to be
certain that any grant is nov overbroad.

1. First Inventor to File

Section 3 of the bill converts the TS, patent system from a first-fo-invent to a firsi-invenior-to-
file system and makes various conforming amendments, A grace period is provided to promote
an inventor’s disclosure of the subject matter of the claimed invention without loss of priority.
Interference proceedings are replaced with a derivation proceeding to determine whether the
applicant with an earlier-filed application is the proper applicant for the claimed invention,

While the rest of the world uses a first-1o-1le system, the United States continues to award
patent 1o the first ta conceive an invention, provided that all patentability criteria are satisfied.
Proponents of fiestto-file maintain that it would simplify the patent process, reduce legat costs,
improve fairmess and enhance the opportunity to make progress toward & more harmonized
international patent sysiem.

Opponems of first-to-file are converned that adoption of first-1o-file could promote a rush 1o the
USPTO with hastily prepared disclosure information resulting in a decline in guality. Also,
because many independent inventors and small entities lack sufficient resources and expertise,
they feel that they would be unlikely to prevail in a "race 1o the patent office” against large, well-
endowed entities.
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Conversion to a firsi-to-file svstem has been advocated by various interest groups in the United
States for decades, It s still the subject of continaing controversy. While DOC recopnizes the
potential benefits of a first-to-file system, we do not support immediate conversion to first-to-file
via this legisiation. :

It should be noted that U.S. conversion to {irst-to-file is an overriding consideration in ongoing
substantive patent law harmonization discussions with foreign patent offices. We hope those
discussions will lead to significant benefits for patent applicants and promote work sharing
among worldwide patent offices. In this regard, we believe that any U.S. commitment to convert
to first-to-file should be contingent on significant progress and intemational agreement in those
harmonization discussions. In particular, the United States seeks a standardized one-year
international grace period to protect American inventors who might disclose thoir invention priar
ta fiting for & patent.

Additionalty, with respect o the specific text of section 3 of the bill, DOC has identified a
nuimber of concemns regarding the scope and application of provisions relating to prior art and
grace periodd that may require revision and clarification.

11. Assignee Filing

Section 4 of the bill proposes several changes to current practice regarding who must or may file
an oath or declarstion in a patent application and the application itsclf. A person to whom an
inventor has assipned or is under an obligation to assign the invention would be able to make an
application for a patent. Current practice requires that, as a general matter, applications must be
filed by the inventorn(s).

DOC and most members of the patent community generally favor simplifying and streamlining
patent application procedures and reducing any utnecessary formalities. The proposal is an
appropriatc step in that direction. While the Depariment supports adoption of these provisions,
we have identified a number of technical issues in the text of section 4 that should be addressed
and clarified as the legislative process continues. Those issues relate to specific entitlement 10
the grace period and national sécurity and transparency considerations.

12, 18-Month Publication

Section Ha) of the bill eliminates the current opt-out provision for publication of patent
applications. Current law permits an applicant o request upon filing that his or her application
not be published at 18-months if a certification is made that the invention disclosed in the
application has not and will not be the subject of an application filed in another country that
requires such publication.

DOC is hesitant 1o support this provision at this time considering that the current opt-aut
provision is a result of the careful balancing and seusitive negotiations that took place during the
legislative process that led to the enactment of the American Inventors Protection Act of 1999, It
addresses the serious concertis expressed then and now by independent inventors and small
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entities that large entities and foreign interests may misappropriate their inventions upon
disclosure and prior to issuance of a patent.

CONCLUSION

Thark you for this opportunity to share our views on this important piece of legislation. DOC
looks forward to working with the Committee and the Congress to develop legislation that
improves our patent system, while maintaining the balance among the interests of patent
applicants, relevant third parties, the general public, and the information needs of the USPTO to
serve all three. The Office of Management and Budget has advised that there is no objection to
the transmittal of these views from the standpoint of the Administration’s program. If you have
any questions, please contact me or Nat Wienecke, Assistant Secretary for Legislative and
Intergovernmental Affairs, at 202-482-3663.

Sincerely, V
p r\ o .

cc:  All Members of the Senate Judiciary Committee
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April 30, 2007
Statement for Hearing on
“Process Patents”

Senate Judiciary Committee
May 1, 2007

| would like to thank both the Chairman and the
Ranking Member for holding this hearing on patent reform
and specifically on the issue of process patent protections.

Patent reform is clearly needed. While various
industries may differ over specifics, all agree some reform
is necessary. | know that this is one of the Chairman’s
priorities for this session of Congress and | look forward to
working with him to examine how best to improve patent

quality and the patent system.

| also want to thank the Chairman for his cooperation
and willingness to work with me on the issue that is being

discussed at today’s hearing.
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The recently introduced patent reform bill maintains
current law on process patents and upholds
Congressional intent for how to deal with disputes over
products that use processes that have been patented in
the United States, but then are manufactured outside the
United States.

In February of this year, | sent a letter to Chairman
Leahy and Senator Hatch, before théy introduced their bill
asking them to uphold current law on this issue, and | am
pleased they did.

When process patent law was passed in 1988 to
allow patent holders to enforce their rights in U.S. courts,
Congress created two defenses that could be asserted. At
the same time, however, Congress made it clear that the
two defenses were only available in cases before a U.S.
court, and were not going to be available in the
International Trade Commission (ITC) — this is found at 35
U.S.C 271(g).
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The patent reform bill as introduced maintains this
section of the code.

Some have argued that it is important to change the
law to try to make the affirmative defenses equally
available in both U.S. courts and at the ITC.

While in a vacuum this may sound logical, the reality
is that such a change would have harmful consequences.

If the law were changed, the effect would be to make
it easier for foreign manufacturers to infringe upon a U.S.
process patent by providing them with defenses that would
not be available to a domestic company that took the
same actions and infringed on a process patent.
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Making this change, could then encourage nefarious
actors to simply manufacture their products overseas in
order to avoid paying licensing fees to U.S. patent holders
— allowing these manufactures to have an unfair
advantage when competing with U.S. made products that
comply with patent holder’s rights.

Ultimately, this change would undermine the value of
U.S. process patents, and | believe have a detrimental
effect on U.S.-based manufacturing jobs by allowing
foreign manufacturers to import and sell products here that

infringe on a U.S. process patent.

This is not good policy and would undercut

congressional efforts to protect American jobs.

With California’s large and diverse high-technology
business sector, growing bio-technology industry, and
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innovative university research centers, any change in our
patent law could have far-reaching effects impacting many
companies and workers in my home state.

So | believe any changes must be well thought out

and carefully implemented.

| have heard concerns about this proposed change

from inventors and universities from California.

In addition, this change is opposed by the Intellectual
Property Owners Association, the American Intellectual
Property Law Association, the American Council on
Education, the Association of American Universities, and
the AFL-CIO.

I would like to submit letters for the record opposing
this change.

Finally, | again want to thank you Mr. Chairman for
holding this hearing.
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| appreciate your's and Senator Hatch's leadership on
patent reform and appreciate your leadership on
protecting this provision of the law.
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Hearing on “Process Patents”
Before the United States Senate
Committee on the Judiciary
May 1, 2007
Wayne W. Herrington
Assistant General Counsel

United States International Trade Commission

Chairman Leahy, Ranking Member Specter, and Members of the Committee: The
Commission appreciates the opportunity to appear before this Committee to discuss its
administration of section 337 of the Tariff Act of 1930 and process patents.

The Commission is an independent, nonpartisan, quasi-judicial agency. It administers a
wide variety of trade-related statutes, including Section 337 of the Tariff Act of 1930 (19 U.S.C.
§ 1337). Section 337 prohibits unfair practices in the import trade, including imports which
infringe intellectual property rights. In fact, the overwhelming majority of our cases under
section 337 involve allegations of patent or trademark infringement, with allegations of patent
infringement predominating. We conduct our section 337 proceedings under the adjudicative
provisions of the Administrative Procedure Act, with an administrative law judge making an
initial determination and the Commission }xmaking the final determination. If the Commission
finds a violation of section 337, it may issue an order excluding the infringing products from
entry into the United States. It may also issue cease and desist orders to infringing firms and
persons prohibiting them from selling infringing goods already located in the United States.

The subject of this hearing is the law applicable to the unauthorized importation and sale

of products made abroad by a process covered by the claims of a United States patent. The

Commission has had statutory authority to address such unauthorized importation since 1940,
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when Congress enacted what used to be known as section 337a (former 19 U.S.C. § 1337a), a
free-standing provision which was intended to overrule the decision of the Court of Customs and
Patent Appeals (now the Federal Circuit) in In re Amtorg Trading Corp., 75 F.2d 826 (CCPA
1935). Section 337a was eventually incorporated in section 337 itself as section 337(a)(1)(B)(ii)
as a result of the amendments to section 337 in the Omnibus Trade and Competitiveness Act of
1988 (Public Law 100-418, § 1342(a)(1)). The history of this provision relating to process
patents is summarized in the decision of the Federal Circuit in Amgen, Inc. v. U.S. International
Trade Commission, 902 F.2d 1532 (Fed. Cir. 1990). The current version of section
337(a)(1)(B)(ii) provides that the importation, sale for importation, or sale within the United
States after importation of a product will be a violation of section 337 if it is “made, produced,
processed, or mined under, or by means of, a process covered by the claims of a valid and
enforceable United States patent.”

The U.S. district courts did not obtain statutory authority under the patent law to address
the unauthorized importation and sale of products made abroad by a patented process until 1988,
when 35 U.S.C. § 271(g) was added to the patent law by the Process Patent Amendments Act,
which was enacted as part of the Omnibus Trade and Competitiveness Act (Public Law 100-418,
§§ 9001-07)). Section 271(g) provides in pertinent part that “[w]hoever without authority
imports into the United States or offers to sell, sells, or uses within the United States a‘product
which is made by a process patented in the United States shall be liable as an infringer, if the
importation, offer to sell, sale, or use of the product occurs during the term of the process
patent....” Section 271(g) also provides that “[a] product which is made by a patented process

will, for purposes of this title, not considered to be so made after—(1) it is rﬁaterially changed by

2
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subsequent processes; or (2) it becomes a trivial and nonessential component of another
product.”

In 2002, the Commission affirmed an order of one of its administrative law judges that
the defenses to infringement contained in '35 US.C. §271(g), i.e., section 271(g)(1) and (2), were
not available in a case based on section 337(a)(1)(B)(ii) and that those defenses had not been
timely raised. Certain Abrasive Products Made Using a Process for Powder Preforms, and
Products Containing Same, Inv, No. 337-TA-449 (Commission Opinion Affirming ALJ Order '
No. 40). In making its decision, the Commission noted that section 9003 of the Process Patent
Amendments Act added sectidn 271(g) to the patent law. However, the Commission found that
section 9006(c) of the Process Patent Amendments Act made it clear that the defenses of section
271(g)(1) and (2) would not apply to section 337 cases because section 9006(c) provided that
“[t]he amendments made by this subtitle shall not deprive a patent owner of any remedies
available...under section 337 of the Tariff Act of 1930, or under any other provision of law.” As
an additional reason, the Commission found that section 271(g) explicitly restricted its
application to cases under Title 35 because it expressly stated that the exceptions to infringement
in sections 271(g)(1) and (2) were “for purposes of this title [Title 35]” and thus that those
defenses do not apply to cases brought under section 337, which is part of Title 19.

The accused infringer in the Abrasives case, Kinik Co., appealed the Commission’s final
determination to the Federal Circuit, arguing numerous points, including that the Commission
erred in holding that Kinik could not rely on the defenses in section 271(g)(1) and (2). On
appeal, the Federal Circuit agreed with the Commission’s interpretation of the statutory

provisions and the legislative history with respect to the inapplicability of the section 271(g)
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defenses. Kinik Company v. International Trade Commission, 362 F.3d 1359 (Fed, Cir. 2004).
However, the Court reversed the Commission’s finding of infringement on an entirely unrelated
basis because it disagreed with the Commission’s claim construction. 7d.

The foregoing is a summary of the Commission’s practice and the development of the
law. The Commission would be pleased to provide technical advice on any language the

Committee may be considering.
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Pet Food and Pool Cues

By MICKEY KANTOR and THEODORE B. OLSON
May 13, 2006; Page A9

As Mr. Bumble said in "Oliver Twist," "If the law supposes that, the law is a ass, a idiot."
How else to describe squarely contradictory interpretations of U.S. laws, under which a
federal court applying the patent laws can find a product to be non-infringing and permit
its importation and sale -- while another federal tribunal may simultaneously prohibit the
importation of that same product on the ground that it infringes?

Such an incongruous and capricious application of our laws makes no sense, keeps legal
products from consumers, stifles competition and holds our trade practices and policies
up to ridicule and retaliation from our trading partners and international organizations. It
is costly, irrational, invites forum-shopping -- and Congress should move promptly to fix
it.

This anomaly in our trade policy results from a split between two tribunals chartered to
adjudicate patent disputes, particularly those involving so-called "process patents.” Over
time, as products have become more complex, patent laws have been revised and
expanded to protect inventors when their product is used as a component in another
product -- and patent protection has also been extended to the processes by which
products are made.

But Congress has carefully defined the scope and enforceability of process patents so that
they do not inhibit otherwise lawful and commercially desirable activity. Thus, a product
does not infringe a process patent if it has been materially changed by subsequent steps in
the manufacturing process or if the product is merely a trivial and nonessential
component of another, more complex, product.

The logic behind these limitations is easy to understand: There is no real harm done to the
holder of a process patent if someone produces and imports a significantly different
product or a product in which the component produced by the patented process is
essentially immaterial to the final product. On the other hand, real damage to the
economy and to innovation could ensue if these limitations were not built into the law.
The patent holder would hold enormous leverage and blocking power over products that
have little or nothing to do with his invention. Such unnecessary and counterproductive
monopolies chill innovation and are disfavored by the law.

Federal courts have embraced these clear congressional limits on the scope of process
patents. But one very powerful agency has not. The International Trade Commission, an
entity charged primarily with enforcing customs and imports laws and largely unknown
to the American public, has concluded that it may ignore these limitations and exclude
from importation any product that results from the use of a patented process even if,
under the statutory definition, it does not infringe on the patent. In other words, for
imported products the validity and enforceability of a process patent means one thing in
patent infringement cases in federal court and another in ITC exclusion proceedings.

The ITC came to this anomalous conclusion by reasoning that, while the scope of the
patent was defined by the patent laws, the ITC could ignore those statutory limits when
exercising its authority to exclude a product from the U.S. when its importation would
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constitute an "unfair trade practice.” The result; A product may be barred from the U.S.
by the ITC even though it does not infringe on any patent under the patent laws.

This interpretation is, to put it bluntly, nonsense, exalting form over substance, logic and
common sense. The beneficiaries are manufacturers who fear competition from imported
products that may conveniently be excluded from the domestic market by the ITC's
Orwellian legal reasoning. The losers are lawful importers and American consumers who
may desire to purchase the banned product or benefit from the lower prices that flow
from a competitive marketplace.

This bizarre policy affects American and foreign companies alike. Many American
manufacturers import products assembled abroad; and many non-American companies
assemble products here from imported components. Virtually every industry imaginable
has already been or could be affected -- from pet food to semiconductors to
pharmaceuticals to pool cues.

The U.S. lost a bitter trade battle -- 20 years ago -- over this very same kind of unfair
treatment of imports in ITC patent cases. An international panel concluded that the ITC's
procedures discriminated against imports in violation of international treaties. In the years
since, Congress has twice amended U.S. laws in response to adverse findings by
international tribunals in order to ensure that we do not discriminate against imports.

By asserting the authority to ban imports that do not violate substantive U.S. patent laws,
the ITC has once again set the stage for a losing battle with our trading partners. A recent
draft report by the European Commission has expressed concern over ITC policies
adversely affecting European companies and U.S. barriers to imports. It does not take a
crystal ball to see where this latest controversy is headed: another defeat for U.S. trade
policy followed by an inevitable and somewhat humiliating need for a legislative
correction. We cannot expect our trading partners to deal fairly and without
discrimination toward products we export when we apply such arbitrary, irrational trade
policies to imported goods.

Fortunately, Congress could easily fix the problem by making it clear it meant what it
said and said what it meant when it carefully defined the scope of process patent. This is
a legislative fix that will be resisted only by those companies that are afraid of legitimate,
lawful competition. It would be prudent for the ITC to reconsider or for Congress to
make the change before it is forced upon us by an adverse decision by an international
tribunal. Until it does, we will be perceived as Humpty Dumpty in "Through the Looking
Glass." "When I use a word," he said, "it means just what I choose it to mean -- neither
more nor less.” Alice's response: "the question is whether you can make words mean so
many different things."

Mr. Kantor was secretary of commerce and U.S. trade representative during the
Clinton administration. Mr. Olson was solicitor general during the George W. Bush
administration. They represent Hoffmann-La Roche Inc., which is seeking changes in
the ITC's position on process patents.
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Mr. Chairman:

[ am pleased to have the opportunity to present the views of the American Intellectual
Property Law Association (AIPLA) on the topic of process patents, and specifically the question
of whether the defenses to infringement in Section 271(g) of title 35 should be made applicable to
Section 337 of the Tariff Act of 1930. AIPLA appreciates the opportunity to comment on this
issue.

AIPLA is a national bar association of more than 17,000 members engaged in private and
corporate practice, in government services, and in the academic community. AIPLA represents a
wide and diverse spectrum of individuals involved directly or indirectly in the practice of patent,
trademark, copyright, and unfair competition law, as well as other fields of law affecting
intellectual property. Since our members represent inventors before the PTO, as well as both
plaintiffs and defendants in patent litigation, we have a keeﬁ interest in reforms that further an

efficient, effective, and balanced patent system.

Summary

AIPLA opposes legislation that would amend Section 271(g) of the Patent Act, 35 U.S.C.
§ 271(g), in a manner that would undermine the existing rights of process patent owners to obtain
relief against unfair trade practices under Section 337 of the Tariff Act of 1930, 19 U.S.C.
§ 1337(a)(1)(B)(ii), as enforced by the United States International Trade Commission (ITC).
Specifically, AIPLA opposes efforts to amend Seciion 271(g) that would weaken the ability of
United States process patent owners to enforce their rights against the importation of foreign-
manufactured products by providing those foreign manufacturers with additional defenses in
Section 337 proceedings brought in the ITC.

Section 337 proceedings in the ITC have long been an effective means of protecting

domestic industry against the importation of products manufactured abroad by a process protected

1
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by a U.S. process patent. The Process Patents Amendments Act of 1988 (“PPAA”™), which added
Section 271(g) to the Patent Act, was intended to strengthen process patent rights, not to weaken
the rights of process patent owners, as would be the case if Section 271(g) were amended as
proposed.

Such a diminishment of process patent rights would put United States industry at a
disadvantage with respect to their foreign competitors, by increasing the ability of foreign
manufacturers to practice United States process patents abroad, and then import the produéts made
by the patented process for sale in the United States. It would encoufage off-shoring by creating a
perverse incentive to export manufacturing processes and jobs to foreign countries, where the
rights of United States process patent owners could be ignored, directly contrary to the purpose of
the PPAA. For these reasons and those explained more fully below, AIPLA opposes the proposed
amendment to Section 271(g) of the Patent Act and efforts to undercut the longstanding rights of
United States process patent owners to seek the ITC’s assistance in protecting established
domestic industries by issuing Exclusion Orders against unfair trade practices and barring the

importation and sales of products made by infringing processes practiced outside the United

States.
Background
Section 271(g)

Section 271(g) provides:

Whoever without authority imports into the United States or offers to sell, sells, or
uses within the United States a product which is made by a process patented in the
United States shall be liable as an infringer, if the importation, offer to sell, sale or
use of the product occurs during the term of such process patent. In an action for
infringement of a process patent, no remedy may be granted for infringement on
account of the noncommercial use or retail sale of a product unless there is no
adequate remedy under this title for infringement on account of the importation or
other use, offer to sell, or sale of that product. A product which is made by a
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patented process will, for purposes of this title, not be considered to be so made
after—

(1) it is materially changed by subsequent processes; or

(2) it becomes a trivial and nonessential component of another product.

35US.C. §271(g).
Section 271(g) was added to Title 35 of the United States Code by the Process Patents

Amendments Act of 1988 (PPAA), which was part of the Omnibus Trade and Competitiveness
Act of 1988. According to the legislative history of the PPAA, the concerns about infringement of
United States process patents by manufacturers in foreign countries that gave rise to the passage of
the PPAA date back to 1966 and can be found in President Johnson’s Commission on the Patent
System. See “To Promote the Progress of ... Useful Arts”, Report of the President’s Commission
on the Patent System 35-36 (1966).

Section 271(g) contains two specific defenses to infringement of United States process
patents by the practice of processes outside the United States. Such activity does not constitute
infringement “for purposes of this title” — i.e., under Section 271(g) — if the product made by the
patented process is “materially changed by subsequent processes” or “becomes a trivial and
nonessential component of another product.” These specific defenses were newly-created with the
passage of the PPAA; they appear nowhere else in the Patent Act and have no history in the statute
or patent jurisprudence. More than a decade after their creation, they have been only rarely
discussed in reported decisions and they remain poorly defined and notoriously fact-specific.
Section 337 Proéeedings in the ITC

Before passage of the PPAA, an owner of a process patent in the United States was able to
enforce its patent in the United States federal courts under 35 U.S.C. § 271 only if all steps of the
process took place within the United States. Before the PPAA, the only remedy available to a
process patent owner for the importation of a product manufactured by the patented process was

3



75

an order from the ITC excluding the product from entry into the United States under Section 337
of the Tariff Act of 1930, 19 U.S.C. § 1337(2)(1)(B)(ii), which provides in pertinent part:
(a) Unlawful activities; covered industries; definitions.—
(1) Subject to paragraph (2), the following are unlawful, and when found by
the Commission to exist shall be dealt with, in addition to any other provision

of law, as provided in this section:
*® ok ¥

(B) The importation into the United States, the sale for importation, or
the sale within the United States after importation by the owner, importer,
or consignee, of articles that—

EE

(ii) are made, produced, processed, or mined under, or by means of,
a process covered by the claims of a valid and enforceable United
States patent.

The ITC is thus authorized to issue Exclusion Orders in Section 337 proceedings to protect
domestic industry against importation of products made by a process practiced abroad that would
infringe a valid and enforceable United States process patent claim if practiced in the United
States. The ITC’s Exclusion Orders are enforced by United States Customs, and are subject first
to Presidential review, and then to review by way of appeal to the United States Court of Appeals
for the Federal Circuit.

There are significant differences between a Section 337 proceeding in the ITC and an
action for patent infringement in federal court. An action in federal district court is a civil
proceeding between private litigants, but because the ITC is charged with protecting the public
interest and domestic industry, the Commission is a party to a Section 337 investigation and its
staff are active participants throughout the process. They investigate the allegations in the
complaint, determine whether to institute an investigation, actively engage in the discovery
process, motion practice and other pre-trial proceedings, present evidence and argument at trial,

and brief and argue post-trial motions and any appeal. To prevail in a Section 337 action, the



76

patent owner must show not only use of a process covered by a valid, enforceable claim of a
process patent, but also that it has created a domestic industry that would be harmed by the
importation. In addition, the patent owner also must show that the public interest would be served
by the issuance of an Exclusion Order. Finally, no damages are awarded in a Section 337
proceeding. The Exclusion Order and related Cease and Desist Orders are the sole remedies
available in Section 337 proceedings.

Congress enacted the PPAA after years of debate and numerous compromises. The PPAA
was intended to give the owners of United States process patents the ability to seek injunctive
relief and damages in federal court against infringers who were evading process patents by
practicing some or all of a patent process overseas and then importing the resulting product for
sale in the United States. The PPAA represented an effort to place domestic manufacturers on a
more level playing field with foreign manufacturers, and to eliminate any incentive to export
manufacturing processes and jobs to evade United States process patents.

It is clear that in passing the PPAA, Congress intended Section 271(g) to provide
additional remedies in federal court for process patent owners. Congress explicitly stated that it in
no way intended to supplant or undermine any existing rights or remedies available to patent
owners under any other subsection of 35 U.S.C. § 271 or in Section 337 proceedings brought in
the ITC. Subsection (c) of Section 6 of the PPAA could not be clearer on this point:

Retention of Other Remedies.——The amendments made by this subtitle shall not

deprive a patent owner of any remedies available under subsections (a) through (f)

of section 271 of title 35, United States Code, under section 337 of the Tariff Act of

1930, or under any other provision of law.

Omnibus Trade and Competitiveness Act of 1988, Pub. L. No. 100-418, § 9006(c), 102 Stat. 1107,
1567 (1988).

The legislative history on this point is equally clear. Addressing the provision codified as

Section 271(g), the Senate Report states:
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Section 105(b) makes clear that the bill does not affect any remedies patent owners

have under existing law. The new remedies for process patent owners provided by

the bill are subject to general limitations which do not apply in suits under existing

law by process patent owners against parties manufacturing in the United States.

For example, . . . [t]he bill provides that a product which is made by a patented

process will not be considered so made after it is materially changed by subsequent

processes; or it becomes a trivial and nonessential component of another product.

There is no intention to impose any of these limitations on owners of product

patents or on owners of process patents in suits they are able to bring under existing

law. Neither is there any intention for these provisions to limit in any way the

ability of process patent owners to obtain relief from the U.S. International Trade

Commission.
S. Rep. No. 100-83 at 60-61(1987) (emphasis added).

Consistent with the language of the statute and its legislative history, in Kinik Co. v. Int’l
Trade Comm’n, 362 F.3d 1359 (Fed. Cir. 2004), the ITC held, and the Federal Circuit affirmed,
that the PPAA did not create new defenses for respondents in Section 337 proceedings brought in
the ITC. Specifically, the Federal Circuit affirmed the ITC’s holding that the two specific
defenses to infringement under Section 271(g) — exempting a product made by a patented process
if that product is “materially changed by subsequent processes” or “becomes a trivial and

nonessential component of another product” — do not apply in Section 337 proceedings before the

ITC.
Discussion

AIPLA opposes any amendment to Section 271(g) that would undermine the longstanding
rights of United States process patent owners to seek the ITC’s assistance in protecting established
domestic industries by issuing Exclusion Orders against unfair trade practices and barring the
importation and sales of products made by infringing processes practiced outside the United
States. Specifically, AIPLA opposes any amendment to Section 271(g) that would apply the two
specific defenses to infringement under Section 271(g) — exempting products made by the

patented. process from infringement if such products are “materially changed by subsequent
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processes” or “a trivial and nonessential component of another product” — to Section 337
proceeding before the ITC.

Section 337 proceedings in the ITC have a separate statutory basis from patent
infringement actions brought in federal court. Section 337 proceedings, which existed long before
the PPAA was enacted, are intended to protect domestic industries and the public interest by
empowering the ITC to launch investigations and issue Exclusion Orders against unfair trade
practices, invoking the protection of United States Customs to stop the future importation of goods
made offshore by practicing United States process patents. Unlike federal court actions, ITC
proceedings do not adjudicate disputes between private litigants, award damages to redress past
infringement, or decide reasonable royalties for future infringement if a permanent injunction is
not issued.

Because ITC and federal court actions have different purposes and involve different
remedies, there is nothing inconsistent with Congress’ decision, in passing the PPAA, not to
extend the two specific, newly-created defenses to infringement under Section 271(g) to the pre-
existing requirements for Section 337 proceedings in the ITC. For example, one fundamental
difference between the ITC and a federal court is that the ITC can only issue orders preventing
future unfair trade practices, whereas a court can award damages for past infringement. In
enacting the PPAA, Congress concluded that it would not be appropriate to subject a defendant in
federal court to a damages award for sales of products made overseas by a patented process if
those products were “materially changed by subsequent processes™ or were “a trivial and
nonessential component of another product.” But Congress did not conclude that Section 337
should be amended to permit a foreign manufacturer to escape an exclusion order for importing

such products into the United States where either of the two conditions applies.
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Prior to passage of the PPAA in 1988, offshore manufacturers who followed the teachings
of United States process patents to manufacture products for importation and sale in the United
States could be blocked by an ITC Exclusion Order. There were no special defenses allowing the
continued importation or sales of products made overseas by a patented process if those products
were “materially changed by subsequent processes™ or “a trivial and nonessential component of
another product.” But offshore manufacturers importing such products into the United States
were not subject to liability for damages in a federal court patent infringement action. Congress
closed that loophole with passage of the PPAA, making those infringers subject to damages
liability forv their past infringement, subject to two specific defenses. But in closing that loophole,
Congress was careful not to undermine the protection available under Section 337 by giving
respondents in ITC proceedings new defenses to the issuance of Exclusion Orders against future
importation of products made abroad by infringing processes. AIPLA believes that Congress
should not create such a loophole to the detriment of United States industry.

Indeed, the language of the PPAA, and the legislative history, make it clear that Congress
specifically intended Section 271(g) to add a federal court remedy for process patent owners.
They also make it clear that Congress did not intend to subtract from the preexisting rights of
process patent owners, including, specifically, the right to seek Exclusion Orders from the ITC
against continued importation of products made abroad by infringing processes. Again, AIPLA
believes that this considered decision is correct and should not be changed in a manner that would
undermine the longstanding rights of United States process patent owners and place them at a
disadvantage relative to the;ir foreign competitors.

The proposed amendment to Section 271(g) would be detrimental to United States
manufacturers. The proposed amendment would put domestic manufacturers at a competitive

disadvantage relative to their foreign competitors. A domestic manufacturer has no defense to
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infringement of a United States process patent under 35 U.S.C. § 271(a) on the grounds that its
product made in the United States by a patented process will later be “materially changed by
subsequent processes” or “becomel[s] a trivial and nonessential component of another product.”
Yet its foreign competitors would not face this problem. The practice outside the United States of
a process protected by a U.S. patent is not an infringement of the U.S. patent. There is no § 271(a)
action that can be brought against a foreign company for activity outside the United States. If the
proposed amendment were adopted, a company in China could take the next step in the
manufacturing cycle and transform an intermediate compound (produced according to a patented
process) into a chemically-different final product, and import it with impunity into the United
States. Or a company in Russia could produce a new heat-resistant alloy according to a patented
process, use the resulting alloy to manufacture bearings, and freely import the bearings into the
country as a trivial component of massive turbines for power generation. Or a company in South
Korea might employ a patented method for forming conductive lines on semiconductor wafers as
an initial step in manufacturing integrated circuits for use in cell phones that could be imported
into the United States under either defense. Protecting American intellectual property against
foreign usurpation is already difficult; the amendment would make it more so.

Moreover, the amendment would create a perverse incentive to offshore domestic
manufacturing and jobs. If the defenses to infringement of Un.itcd States process patents were
made applicable to Section 337, they could provide an incentive for domestic manufacturers to
practice patented manufacturing processes offshore in order to take advantage of those defenses in
the same manner as their foreign competitors. Given the existing pressures to offshore American
jobs to countries with low cost labor, aiding their exodus by weakening protection for U.S. process

patents would seem unwise.
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Conclusion
For these reasons, AIPLA opposes any amendment to Section 271(g) to create new
defenses in Section 337 proceedings in the ITC that would only benefit foreign manufacturers
accused of unfair trade practices. We do not believe Section 337 should be amended in a manner
that would benefit foreign manufacturers at the expense of American patent owners,

manufacturers, and workers.
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Statement of Senator Leahy Chairman, Senate Judiciary Committee Hearing on “Process
Patents”

May 1, 2007

A few weeks ago, I joined with Senator Hatch and other Senators, and with Chairman
Berman and Representative Smith from the House Judiciary Committee, to introduce
sweeping bipartisan, bicameral patent reform legislation. We are working to update our
patent laws to provide much-needed reform for patent seekers and patent holders. The
Supreme Court is also more engaged in patent law decisions than it has been in decades,
having decided three important cases already this term. In two decisions released just
yesterday, the Supreme Court ventured first into the fundamental issue of the standard for
“obviousness” that would prevent patentability, and second spoke to the extraterritorial
effect of U.S. patent laws.

In the process of drafting our patent reform legislation, we heard a good deal about
another issue involving U.S. patents and overseas manufacturing -- the issues
surrounding products produced overseas using processes patented in the United States,
One of those issues is the importation of these products. Today, we tumn to the debate
about what defenses should be available to a party accused of importing products
manufactured abroad by infringing a U.S. process patent. Those who work in this area
refer to this issue as the “271(g) question.”

It is often the case that litigation brings important issues to our attention in Congress. It
should always be the case that we do not intend to interfere with that litigation. Well
aware that private parties are interested, the Committee proceeds today careful to limit
the considerations of this issue to those of public policy.

Prior to Congress’s amending the patent laws in 1988, a company holding a U.S. process
patent could sue for infringement of that patent only if the infringement took place within
the United States. If the infringement took place overseas, the patent holder’s only
recourse was to the International Trade Commission (ITC) to exclude the product from
the U.S. market. In 1988, Congress amended the law to permit patent holders to sue in
federal court for patent infringement when a product, produced abroad using a process
patented in the U.S., is imported or offered for sale in the U.S. This action, however, was
subject to defenses created for patent infringement cases in which the product being
imported was substantially altered.

The ITC has held that these “271(g)” defenses are not available in ITC exclusion
proceedings because the plain language of the statute, confirmed by legislative history,
applies them only to patent infringement claims being considered in federal court
pursuant to the 1988 amendment. The issue we consider today is whether this distinction
should remain.

I have heard from those who argue that the defenses were never intended to be limited to
infringement claims, and the law should be changed to harmonize ITC and district court
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litigation. Others argue that the purposes of an ITC exclusion proceeding and district
court patent infringement litigation are simply different. If we permit products to enter
the United States that were made abroad by a process patented here — where creation of
the product would itself be an act of infringement if it occurred here — we are doing
nothing less than outsourcing infringement and offshoring jobs.

This may seem like is a very narrow legal issue but the policy that will animate our
decision can have a very wide reach. Congress should be fully informed. I look forward
to the testimony of our witnesses today, and appreciate their assistance as we try to find
the best way forward.

HEHAH#H
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Process Patents
Before the Senate Judiciary Committee
May 1, 2007

John R. Thomas”
Professor of Law
Georgetown University

Chairman Leahy, Ranking Member Specter, and Members of the Committee: Thank you for
this opportunity to appear before you to discuss the Patent Reform Act of 2007. 1 testify here on my
own behalf, and my views are not necessarily those of any institution with which I am associated.

The issue before the Committee unquestionably involves a great deal of intellectual property
arcana. Even for many patent attorneys the issue is obscure. In the view of many observers,
however, the question at issue reduces to an elemental proposition of a just system of laws: That like
cases should be decided alike, regardless of the forum in which the case is heard.' This issue also
potentially implicates the ability of the U.S. patent enforcement regime to achieve congressional
objectives, the availability of high technology products to U.S. consumers, and the compliance of
the United States with its international obligations. As a result, the current fragmented enforcement
regime associated with process patents is well worth further consideration by the 110® Congress.

The Enforcement of Process Patents

When a patent claim is expressed as a series of steps, it is known as a method or process
claim.? Traditionally the patent law held that a process claim could be directly infringed only by the

" Jay Thomas is Professor of Law at Georgetown University in Washington, DC. He recently received
a grant from the John D, and Catherine T. MacArthur Foundation in order to continue his work as
Visiting Scholar at the Congressional Research Service. In addition to journal articles concerning
intellectual property law, his publications include a hornbook on intellectual property, a treatise on
pharmaceutical patents, and both a textbook and casebook on patent law. He previously served as law
clerk to Chief Judge Helen W. Nies of the U.S. Court of Appeals for the Federal Circuit. Professor
Thomas holds a B.S. in Computer Engineering from Carnegie Mellon, a J.D. magna cum laude from the
University of Michigan, and an LL.M. with highest honors from George Washington University.

'See John M. Eden, Unnecessary Indeterminacy: Process Patent Protection After Kinik v. ITC, 2006
Duke L. & TecH. L. Rev. 9; Ann Elise Herold Li, Is the Federal Circuit Affecting U.S. Treaties? The
ITC, § 271(g), GATT/TRIPS and the Kinik Decision, 16 FOrRbHAM INTELL. PROP. MEDIA & ENT. L.J. 601
(2006).

*John R. Thomas, Of Text, Technique and the Tangible: Drafting Patent Claims Around Patent Rules,
17 Joun MARSHALL J, COMPUTER & INFO. L. 219 (1998).
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performance of those steps within the United States.® Congress has enacted two statutes that modify
this principle, however. Each of these statutes allow U.S. patent holders to prevent foreign
manufacturers from practicing their proprietary processes abroad; and then importing the product
of that process into this country.

The first of these statutes was the Tariff Act of 1930, as amended through subsequent
legislation. That statute makes it unlawful to import into the United States “articles that . . . are
made, produced, processed, or mined under, or by means of, a process covered by the claims of a
valid and enforceable United States patent.” If the patent proprietor successfully seeks an exclusion
order from the International Trade Commission (ITC), it may obtain a ban on imported products
produced through the infringing process.

Alternatively, under the Patent Act of 1952, as amended by the Process Patent Amendments
Act of 1988 (PPAA),® a patent holder may bring an action in federal district court against the
importing manufacturer. The prevailing patentee in those circumstances may obtain an injunction
against the importer, along with monetary damages to compensate for the infringement. As codified
at 35 U.S.C. § 271(g), a number of exceptions limit liability under the PPAA. Inparticular, §271(g)
provides that if the product is materially changed by subsequent processes, or becomes a trivial or
nonessential component of another product, then there is no infringement.’

The Kinik Dicta

The 2004 opinion of the U.S. Court of Appeals for the Federal Circuit in Kinik Co. v.
International Trade Commission has resulted in controversy over the scope of protection afforded
processpatents.” The Kinik case involved the 3M Corporation’s claims that the Kinik Company was
importing products into the United States from Taiwan that were made through use of 3M’s patented
process. The Federal Circuitresolved the litigation by concluding first, that the ITC had not properly

United States v. Studiengesellschaft Kohle, m.b.H,, 670 F.2d 1122, 1127-28, 212 USPQ 889, 895
(D.C. Cir.1981) (“A product patent gives the patentee the right to restrict the use and sale of the product
regardless of how and by whom it was manufactured. A process patentee's power extends only to those
products made by the patented process. . .. A process patent thus ‘leaves the field open to ingenious men
to invent and to employ other processes.” 1 A. Walker, Patents s 23 at 140 (2d Deller ed. 1964).... A
sale of a product made by a patented process does not itself infringe the patent; it is the unauthorized use
of the process that infringes the patent.”),

19 U.S.C. §1337()(1)(B)(ii) (2006).
5Pub. L. No. 100-418, 102 Stat. 1107 (1988).

35 U.S.C. §271(g) (2006). See Eli Lilly & Co. v. American Cyanamid Co., 82 F.3d 1568, 1571, 38
USPQ2d 1705, 1707 (Fed. Cir.1996).

7362 F.3d 1359 (Fed. Cir. 2004).
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construed the claims of the 3M patent, and second, that under a proper claim construction, the 3M
patent was not infringed.®

Although apparently not necessary to resolve the dispute before it, the Federal Circuit also
embarked upon an excursion in statutory interpretation. In addition to its noninfringement argument,
Kinik asserted that its product was “materially changed by subsequent processes” beyond the alleged
use of 3M’s patented process. Although this defense is acknowledged within the Patent Act, the
Federal Circuit concluded that the exceptions set forth in 35 U.S.C. § 271(g)(1) and (2) do not apply
to proceedings under the Tariff Act. In support of its conclusion, the court of appeals observed that
the legislative history of the Process Patent Amendments Act provided:

There is no intention to impose any of these limitations upon owners of products or
on owners of process patents in suits they are able to bring under existing law.
Neither is there any invention for these provisions to limit in any way the ability of
process patent owners to obtain relief from the U.S. International Trade
Commission.”

The court of appeals further stated that it would apply Chevron deference in support of the ITC’s
conclusion that the exceptions identified in § 271(g) do not apply to exclusion actions.’

The Kinik dicta has attracted criticism. With respect to the language from the legislative
history, one commentator has explained that “the most natural reading” of this language is simply
an intention not to constrain the ability of patent holders to obtain exclusion orders from the ITC,
even though similar relief was now available in the federal district courts.”* Similarly, the notion that
“these limitations [do not apply to] owners of products or . . . owners of process patents in suits they
are able to bring under existing law” suggests that the two exceptions do not apply to charges of
process patent infringement in other, wholly domestic situations.

The application of Chevron deference has also been critiqued. According to one
commentator, “after the Process Patent Amendments Act was passed in 1988, the ITC consistently
and openly recognized the general applicability of § 271(g) defenses in exclusion actions.”? The
ITC’s apparently changing views suggest that deference may not be appropriate, particularly because

¢1d. at 1361.
°Id. at 1362-63 (citing S. Rep. No. 100-83 at 60-61).

°See id. at 1363 (citing Chevron U.S.A., Inc. v. Natural Resources Defense Council, 467 U.S. 837,
843 (1984)).

"See Eden, supra note 1, at *10.

1d. at *13.
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“the ITC is not the agency charged with interpreting the Patent Act.”"

Consequences of the Kinik Dicta

Regardless of whether the Federal Circuit correctly construed the governing statutes in
Kinik or not, recent scholarly commentary has urged Congress to address the fragmented
enforcement regime that now exists for process patents in the United States.'* This commentary has
identified numerous complications that arise from varying enforcement possibilities between the ITC
and the federal district courts.

First, Congress intended the two exceptions of the Process Patents Amendment Act to
balance the traditional competing objectives that inform intellectual property policy: Encouraging
the labors that result in innovation, on one hand, and disseminating the fruits of the labors to the
public, on the other, The “materially changed” and “nonessential component” limitations both
balance the interests of patent proprietors with follow-on innovators and also recognize the territorial
nature of the patent instrument. These congressional intentions may not be achieved if the patent
proprietor can readily select a forum where the two limitations upon § 271(g) simply do not apply.”

Second, our current fragmented enforcement policy may limit the access of U.S. consumers
to innovative products. As one commentator explains, “[o]ne could argue that Kinik chafes against
the interests of U.S. consumers, consumers who would benefit from having access to less expensive
goods, including everything from medicines to automobile parts.”®

Finally, the remedial disparity between the district courts and the ITC potentially favors
domestic industry over foreign firms. Because the availability of an exclusion order is premised
upon the existence of a domestic industry, “[t]here is a clear difference in the defenses available for
foreign goods and importers thereof when compared to their domestic counterparts, potentially
constituting a ‘disguised restriction on trade.””’” Another commentator observes:

Kinik also has implications for international relations. Since Kinik stands for
the idea that the ITC can lawfully make it significantly harder for a defendant to
establish a defense based on noninfringement in an exclusion dispute, the foreign
business community is likely to view this as an instance of protectionism. After all,
the ITC is a body that can unilaterally exclude foreign products from importation into

BId. at *19.

"“Id. at 32; Li, supra note 1, at 647.
“Eden, supra note 1, at *22.

YId. at ¥23.

'TLi, supra note 1, at 636.
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the United States, a fact that will inevitably color foreign perception of the fairness
ofits procedures. More specifically, foreign business interests are likely to find unfair
(and perhaps hypocritical) Kinik's refusal to extend § 271(g)'s defenses—defenses that
all defendants have in U.S. federal courts~to exclusion actions given the aggregate
effect of exclusion orders on the balance of trade in intellectual property. Foreign
businesses are likely to find this policy unfair (and perhaps hypocritical) . . . .'®

Although the analysis of whether the current situation constitutes a violation of the TRIPS
Agreement is complex,” the perceived favoritism for U.S. industry over foreign firms may send a
conflicting message as the United States proceeds against Israel,™® China,”’ and other trading partners
for perceived lapses in their intellectual property regimes.

Conclusion

Since at least the publication of Artistotle’s Nicomachean Ethics, the notion that like cases
should be treated alike has been viewed as central to the notion of justice.”> The disparate results
available to process patent holders in the ITC, as compared to the district courts, has been broadly
viewed as violating this fundamental norm of equivalence. Because these dissimilar rules of law
potentially conflict with congressional intent, limit competition, and portray the United States ina
negative light, academic commentary has expressed “hope that Congress will soon step in to ensure
that the fragmented enforcement regime Kinik endorses is dismantled sooner rather than later,”*

Ilook forward to hearing the view of my fellow witnesses on today’s panel, and to answering
any questions that may be presented. Thank you.

"Eden, supra note 1, at ¥24.
*See Li, supra note 1, at 635-40.

*"United States Trade Representative, 2004 Special 301 Report Watch List (May 3, 2004) (available at
WWW.USET.goV).

#See United States Trade Representative, United States Files WTO Cases Against China Over
Deficiencies in China’s Intellectual Property Laws and Market Access Barriers to Copyright-Based
Industries (April 9, 2007) (available at www.ustr.gov).

*2ARISTOTLE, NICOMACHEAN ETHICS (trans. W. C. Ross) (available at http://classics.mit.edw/Aristotle/
nicomachaen html).

PEden, supra note 1, at *32.
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Leo W. Gerard
Infernational President

February 6, 2007

VIA FAX

Honorable Patrick Leahy, Chairman
Senate Committee on the Judiciary
224 Dirksen Senate Office Building
Washington, D.C. 20510

Honorable Arlen Specter, Ranking Member
Senate Committee on the Judiciary

224 Dirksen Senate Office Building
Washington, D.C. 20510

Dear Senators:

The United Steelworkers (USW) represents over 850,000 members in the paper,
forestry products, steel, aluminum, tire and rubber, mining, glass, chemicals, petroleum,
and other basic resource industries, as well as health care and service workers. We are
the predominant union in the pharmaceutical industry representing 15,000 members in
manufacturing, mail-order, and retail pharmacies.

The Steelworkers are a strong advocate for a robust economy based on growth.
An important component of sustaining American jobs is a full and fair recognition of the
rights of innovators in the form of intellectual property protection, including patents,
copyrights and trademarks.

Especially important in preserving the rights of American workers is an intellectual
property system that protects against unfair foreign imports. if the American patent
system is changed to allow foreign manufacturers to compete with a U.8. manufacturer in
a way that other U.S. manufacturers are prohibited from competing, then a perverse
incentive would be created that would grow jobs abroad to the detriment of U.S.
manufacturing jobs. \

We urge you to oppose efforts to change U.S. patent law in any way that would
treat (at the International Trade Commission) foreign infringers more favorably than we
treat (in court) domestic manufacturers who infringe. This would simply exacerbate our
imbalance of trade. Our economy would suffer and American jobs would be lost.

Unitad Stael, Pﬁpﬂ and Forestry; Ruliber, Manufaciuri Ff‘—@ Alfied industrinl and Service Workers Internatianal ﬁnion
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Congress has been asked by at least one foreign pharmaceutical manufacturer to
weaken American process patent protection (Roll Call, March 20, 2006) at the ITC. We
oppose this foreign manufacturer’s efforts to weaken the ability of the ITC to enforce fair
trade laws. As you consider broader patent reform, please keep any changes to 35 USC
271(g) out of any introduced patent reform bill, and please oppose any amendments that
seek to add this language to any bill.

Much like the university community and others in the private sector, we firmly
support current law, which enables the ITC to guard against unfair trade. The U.S.
Congress should not change patent or trade law in such a way that domestic
manufacturing jobs would be threatened by unfair foreign competitors whose actions
would have been prohibited as infringement if they had been done in the U.S.

Sincerely,

Leo W. Gerard
international President

LWG/pak



